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Abstract: Objective: The objective of the
work is to evaluate the effectiveness of
using dual therapy in HIV treatment and
the epidemiological profile of patients at
the Infectious Diseases Outpatient Clinic
of Hospital *‘Santa Casa de Misericordia de
Vitoria®*. Method: This is an observational,
analytical and descriptive study. The initial
sample was selected from a list of patients
undergoing HIV treatment at the infectious
disease outpatient clinic and selection of
patients on dual therapy. Information on the
epidemiological profile was collected and
efficacy was defined by the suppression of the
viral load within a period of 6 months to 1
year after the start of dual therapy. Results: A
total of 120 patients met the study inclusion
criteria and 95 remained after the exclusion
criteria. 63 patients were using dual therapy
with DTG + DRV/r, 26 were using DTG +
3TC and 6 patients were using DRV + 3TC.
The main reason for changing therapy was
due to toxicity from the triple regimen. The
average age of the sample was 60.6 years.
Efficacy of dual therapy was achieved in 87
patients (91.6%). Conclusion: It is possible to
verify the high effectiveness of dual therapy
in suppressing viral load, which makes it
an appropriate alternative for cases with
contraindications or intolerant to the triple
regimen.
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INTRODUCTION

Despite scientific advances in recent years,
the Human Immunodeficiency Virus (HIV)
and Acquired Immunodeficiency Syndrome
(AIDS) still have an important impact on
health systems due to the large number of
people affected and their serious consequences
when treatment is not carried out properly.

The triple antiretroviral therapy (ART)
regimen demonstrated great efficacy and
becameareferenceintheworldin 1996 (CAHN

et al., 2017). Its standard therapy consists of
two nucleoside reverse transcriptase inhibitors
(NRTI) associated with another drug: a
protease inhibitor with ritonavir booster
(PI/r), a non-nucleoside reverse transcriptase
inhibitor (NRTI) or an integrase (II). In
Brazil, the therapeutic plan is established by
the three first-choice medications: Tenofovir
(TDF), Lamivudine (3TC) and Dolutegravir
(DTG) (BRAZIL,2017).

HIV treatment is currently the subject
of countless studies, as every day there are
patients who are unable to adhere to the
classic therapeutic plan. Although the triple
combination has revolutionized antiviral
efficacy, its drug composition has limitations
in terms of tolerability, toxicity and drug
interactions (CAHN et al., 2017). For this
reason, research into dual antiretroviral
therapy has gained prominence in recent
years, as studies indicate that these regimens
could reduce long-term toxicity, minimize
drug interactions and improve the cost-
effectiveness of treatment (VIZCARRA et al.,
2019).

In view of this, the Ministry of Health (MS)
approved in 2019 for patients who already
adopt ART, but who have contraindications to
the use of tenofovir, abacavir and zidovudine,
the use of dual therapy with the following
regimens: DTG + 3TC or darunavir with
ritonavir booster (DRV/r) + 3TC (when there
is a contraindication to DTG) (BRAZIL,
2019). However, to date, few Brazilian data
on the use of dual therapy have been found.
Furthermore, in order to be comprehensively
implemented into medical routine, these
schemes must be as effective and safe as the
classic therapeutic plan. This work, therefore,
will have as main objective to evaluate the
effectiveness of using dual therapy in the
antiretroviral treatment of patients with HIV/
AIDS and the epidemiological profile of
patients at the Infectious Diseases Outpatient
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Clinic of Hospital Santa Casa de Misericordia
de Vitéria (HSCMV), aiming to expand
practical knowledge of dual therapy for HIV
in Brazil.

METHOD

This is an observational, analytical and
descriptive cohort study, with a retrospective
and a prospective component, between August
2022 and August 2023. The retrospective
component consisted of patients who started
dual therapy in the recent past with DTG +
3TC; DRV/r + 3TC or DTG + DRV/r and are
or have been using this regimen for at least
6 months. The prospective study consisted
of patients who started this type of therapy
during the study period.

The initial sample was selected from the
analysis of the medical records of patients
undergoing HIV treatment at the infectious
disease outpatient clinic with selection
of patients on dual therapy. HIV-positive
patients aged 18 years or over who switched
from a three-drug antiretroviral regimen to a
double regimen for reasons of toxicity, failure
due to poor adherence or for simplification
were included. Exclusion criteria were:
previous treatment failure with dolutegravir
and/or darunavir/r; evidence of hepatitis B
virus infection at screening (unless treated
with entecavir); patients with documented
resistance or mutations to drugs included in
therapeutic plans and patients with incomplete
medical records.

Information was collected from medical
records and recorded on data collection forms
and patients were followed for a minimum
period of 6 months. Patients were identified
by codes to protect the confidentiality of their
data and authorized by them by signing the
Informed Consent Form (TCLE). Patients
in the retrospective component, when it was
not possible to contact them, are guaranteed
complete secrecy and confidentiality of the

information obtained from the medical
recordsin relation to their respective identities.

Information was collected such as: gender,
age, current dual therapy and the reason for
changing therapy. Efficacy was defined as the
suppression of viral load (VL), that is, < 40
copies/ml, within a period of six months to
one year after starting to use the medication,
with no rebound (detectable VL in individuals
who had achieved viral suppression under
treatment). Therefore, patients who did
not meet the aforementioned criteria were
characterized as having virological failure.
Poor adherence was considered when patients
stopped taking medications at some point or
used them irregularly. The variables analyzed
are described in Appendices A and B.

Categorical variables were analyzed using
frequencies and percentages, and numerical
variables using data summary measures such
as mean, median and standard deviation.
The association between qualitative variables
was performed using the chi-square test.
Associations were considered significant if
p-value < 0.05.

The data were tabulated in an EXCEL
spreadsheet and analyzed in the program
IBM SPSS Statistics (Statistical Package for
the Social Sciences) version 29. The opinion
number of the Research Ethics Committee
(CEP) is 5,370,395.

RESULTS AND DISCUSSION

STUDY POPULATION

120 patients met the study inclusion
criteria. Of those excluded, 8 patients had
previously failed dolutegravir; 4 patients
documented resistance or mutations to the
drugs included in the therapeutic plans;
another 4 had evidence of hepatitis B virus
infection while using tenofovir; while 9
patients were excluded from the study due to
incomplete medical records. Thus, the efficacy
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and epidemiological profile of dual therapy
were evaluated in 95 patients, 16 of whom
belonged to the prospective group and 79 to
the retrospective group. The average age of
participants was 60.6 years.

Characteristic N %

Women 43 453
Male sex 52 54,7
Prior genotyping 6 6,3

Use of Dolutegravir + Darunavir/

. . 63 66,3
ritonavir
Use of Dolutegravir + Lamivudine 26 274
Use of Darunavir + Lamivudine 6 6,3

Table 1: Profile of patients on dual therapy
and clinical characteristics

Source: Prepared by the authors (2023).

Reason for exchange N %

Toxicity to the previous scheme 83 87,4

Poor adhesion 7 7,4
Simplification 3 3,2
Toxicity and simplification 2 2,1

Table 2: Reasons for introducing dual therapy
Source: Prepared by the authors (2023).

The results demonstrated no difference
in effectiveness in relation to the data
analyzed in the epidemiological profile;
Similar results were found in male or
female, adult or elderly patients. The utmost
importance of epidemiological analysis is
emphasized, since knowing patients who use
dual therapy on a daily basis enables health
professionals to identify prevalent groups,
guiding the continuous improvement of
therapy, personalizing treatment according
to the individuality of patients, and this way,
optimizing results in HIV treatment.

EFFICACY

Of the 95 patients included in the study,
87 (91.6%) achieved a sustained virological
response after starting dual therapy,
demonstrating that dual therapy was effective
in virological suppression (p-value 0.000).
The viral load was undetectable in 81 patients
(85.3%) after 6 months (p-value 0.001), while
at the end of 1 year of using the therapy, only 8
patients (10.1%) remained with the viral load
detectable (p-value 0.000).

These findings corroborate previous
studies that found promising results with the
dual therapy approach, such as the “TANGO
20207 study in which an efficacy of 93.2% was
verified at week 48 and 85.9% at week 144, in
treatment with Dolutegravir + Lamivudine
in fixed doses. In the “SALSA 2021” study, an
efficacy of 94.3% was found in the treatment
with Dolutegravir + Lamivudine and 92.7%
in the gold standard treatment with triple
therapy, both at week 48. While in the
“DOLAM 2021” study, an efficacy of 93.1%
in treatment with Dolutegravir + Lamivudine
and 93.3% in the gold standard treatment
with triple therapy, both at week 48 and in
the “DUALIS 2020” study an efficacy of 86.3%
was found in treatment with Dolutegravir +
Darunavir.

In the total sample, only 8 patients reported
non-adherence to dual therapy. Among the
reasons were described: Depressive disorder
(3.2%); Dementia syndrome (1.1%), and in 3
patients (3.2%) the reason for non-adherence
was not clearly described in the patients’
records.

It is worth noting that among the 7 patients
who did not adequately adhere to dual
therapy, 3 patients had a similar record of
non-adherence to previous triple therapy. It is
important to emphasize that the appropriate
selection of antiretroviral agents used in dual
therapy as well as the patient’s commitment
and adherence to treatment are essential to
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guarantee effectiveness.

Logistic regression analysis showed a
significant association between dual pre-
therapy viral load and antiretroviral treatment
efficacy (p < 0.001). Patients with a lower viral
load (< 40 copies/ml) before the start of dual
therapy were more likely to achieve virological
suppression, which could result from the fact
that previously adherent patients maintained
the adherence profile after the start of dual
therapy, while patients with poor prior
adherence, by maintaining a poor adherence
pattern, would end up compromising the
effectiveness of dual therapy. Some clinical
trials have demonstrated that dual therapy
remains effective even in patients with high
viral loads (100,000 to 500,000 copies/mL)
(ZAMORA et al., 2019). Furthermore, studies
have shown that a shorter period of viral
suppression before switching can increase the
risk of virological failure, and since there is no
possibility of prior genotyping, dual therapy is
recommended as a simplification after efficient
virological suppression. (VASCONCELOS
et al.,, 2022). There is no consensus on the
initial viral load when choosing dual therapy
as a therapeutic option. In Brazil, for the use
of dual therapy containing lamivudine, an
undetectable viral load (VL) is recommended
in the last two exams, with the last VL being
carried out less than 6 months ago (BRAZIL,
2021).

Statistical analysis using the chi-square
test revealed no statistical significance in the
relationship between the initial CD4 cell level
and the efficacy of dual therapy (p > 0.05).
This indicates that the distribution of patients

among the dual therapy efficacy categories
was not affected by the initial CD4 cell level in
our study, possibly indicating that the initial
immunological impact may not play as crucial
a role in the success of dual therapy.

However, it is worth highlighting that a
meta-analysis published in the journal Clinical
Microbiology and Infection in 2021 presented
divergent results. In this study, an increased
frequency of therapeutic failure was observed
in patients with low initial CD4 cell counts
(< 200 cells/ml), which suggests that, in these
cases, triple therapy can still be considered
as the gold standard for viral suppression.
(PISATURO et al., 2021). This highlights
the importance of additional studies on the
interaction between immune level and dual
therapy.

Efficacy
_ Total p-value
Failure Suppres P
sion
< Score 0 6 6
initial 200 % 0,0 100 100
0,443
CD4 > Score 8 81
200 % 9,0 91,0 100,0

Table 3: Relationship between baseline CD4
values and eflicacy

Source: Prepared by the authors (2023).

CONCLUSION

It is possible to verify the high efficacy
of dual therapy in suppressing viral load,
which makes it an appropriate alternative for
patients with contraindications or intolerant
to the triple regimen, who represent the main
population identified in the study.
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APPENDICES
A - DATA COLLECTION FORM: PROFILE OF PATIENTS IN DUAL THERAPY

- Initials: -Sex: ) M () F

- Medical record number: - Age:

- Initial A.R.T.:

- Current dual therapy: () DTG+DRV/r () DTG + 3TC () DRV + 3 TC

() Start () Exchange in ( / / )

- Reason: () Toxicity: () Simplification () Poor adhesion

- Previous genotyping: () Yes () Not

B - DATA COLLECTION FORM: ADHERENCE AND EFFICACY

- Accession: () Yes () No - Reason:

- Efficacy:
Viral charge Pre - double T. After 6 months After 1 year
Value (copies/mL) V: V: V:
(log) log: log: log:
- Double pre-therapy viral load: () < 40 copies () = 40 copies () >
- 1000 copies

- CD4 pre-dual therapy: () <200 () = 200

Virological outcome with dual therapy
- After 6 months: () viral suppression () virological failure
- After 1 year: () viral suppression () virological failure




