Economic estimation of the management of neuropsychiatric events in people with HIV

in real life
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Plain Language Summary

. For people with HIV (PHIV), dolutegravir (DTG)-based regimens or
bictegravir (BIC)-based regimens are the standard of care for initiating
therapy. Nevertheless, higher rates of neuropsychiatric adverse events
(NPAESs) have been reported in real-world studies than those described in
clinical trials.

*  This study has estimated the costs and healthcare resource use (HCRU)
associated with the management of NPAEs leading to treatment
discontinuation in PHIV treated with DTG and BIC-based regimens in real-
world from the perspective of the Spanish National Health System (NHS).

. Discontinuation rates by NPAE in real-world patients treated with DTG-
based regimens and BIC-based regimens were identified from a previous
published systematic literature review according to their design (prospective
or retrospective). The most common NPAEs leading to discontinuation
(headache, sleep disorders, depression, anxiety and dizziness) and their
weight (calculated as the weighted mean percentage of patients who
experienced them) were used to calculate a unitary NPAE cost.

*  Cost savings in the management of NPAEs have been observed in patients
on a BIC-based regimen compared to DGT-based regimen, in both
retrospective and prospective studies. Also, less resource use has been
observed in patients using a BIC-based regimen compared to DGT-based
regimen in both study designs.

Introduction

» The use of antiretroviral therapy (ART) for the treatment of HIV has improved the
lives of PHIV by controling and reducing disease progression and
transmission®2.

« Of the different available ART, regimens containing the integrase strand transfer
inhibitors (INSTIs) DTG or BIC are recommended as initial treatment due to their
high efficacy and safety profile3.

» However, higher rates of NPAEs have been reported in real-world studies than
those described in clinical trials*®. Specifically, a recent systematic review
evaluating discontinuation rates due to NPAEs in real-world studies showed that
DTG-based regimens resulted in higher discontinuation rates compared with
BIC-based regimenss®.

+ Considering this, the main goal of the study was to estimate the costs and HCRU
associated with the management of NPAEs leading to treatment discontinuation
in PHIV treated with DTG-based regimens and BIC-based regimens in real-world
from the perspective of the Spanish NHS.

* In order to estimate the cost and HCRU difference between DTG-based
regimens and BIC-based regimens associated with the management of NPAEs
leading to treatment discontinuation in real-world, a hypothetical cohort of 1,000
PHIV was considered.

« Discontinuation rates by NPAE in real-world patients treated with DTG-based
regimens and BIC-based regimens were identified from a previous published
systematic literature review® according to their design (prospective or
retrospective), and including studies with up to 12 months follow-up and switch
and mixed (combination of naive and switch) patients.

Discontinuation rates due to NPAEs in patients treated with DTG-based
regimens and BIC-based regimens identified in retrospective and prospective
real-world studies
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The most common NPAEs leading to discontinuation (headache, sleep
disorders, depression, anxiety and dizziness) and their weight (calculated as the
weighted mean percentage of patients who experienced them) were used to
calculate the total NPAE cost.

A panel of expert clinicians with extensive experience in the management of HIV
estimated the resource use associated with the management of each NPAE,
considering Vvisits, tests, hospitalisations and pharmacological treatment. Unit
costs (€, 2024) were obtained from the Spanish databases Botplus’ and
eSalud®.

Cost for each NPAE

Headache 23.80 390.76
Sleep disorders 26.31 438.41
Depression 11.49 561.11
Anxiety 9.45 671.59
Dizziness 28.96 389.85

Cost per NPAE 449.13 €

Results

Costs

Based on real-world data from retrospective studies (discontinuation rate:
DTG: 2.99%; BIC: 0.66%) and considering a cost per NPAE of 449.13€, the
cost of managing NPAEs in a cohort of 1,000 patients would be 13,437€
with DTG-based regimens and 2,947€ with BIC-based regimens, representing
a 78.1% savings in management when patients are treated with BIC-
based regimens.

In prospective studies (discontinuation rate: DTG: 2.03%; BIC: 1.98%), the
cost of NPAE management would be €9,118 with DTG-based regimens
and €8,903 with BIC-based regimens, representing a 2.4% savings in
managing NPAE in patients treated with BIC-based regimens.

Estimation of costs and savings in a cohort of 1,000 PHIV treated with
DTG-based regimens and BIC-based regimens according to data from
retrospective and prospective real-world studies

Difference (€) Savings (%)

Retrospective studies

DTG-based regimens 13,437 0
BIC-based regimens 2,947 10,490 78,1%
Prospective studies

DTG-based regimens 9,118 o
BIC-based regimens 8,903 215 2:4%

Healthcare resource use

Based on real-world data from retrospective studies, PHIV treated with
BIC-based regimens use fewer resources per year compared with those
treated with DTG-based regimens, especially regarding primary care and
specialist visits. It is estimated to save 86.08 primary care (PC) visits, 16.74
specialist visits, 4.81 emergency visits, 0.03 nursing visits, 3.44 tests and 1.08
days of hospitalisation per year.

According to data from prospective studies, treatment with BIC-based
regimens also translates into saving in the use of resources compared
with those treated with DTG-based regimens. It is estimated to save 1.76
PC visits, 0.34 specialist visits, 0.10 emergency visits, 0.07 tests and 0.02
days of hospitalisation per year.

Conclusions

Real-world discontinuation rates due to NPAEs with BIC-based regimens are
lower than with DTG-based regimens, leading to savings in HCRU and related
cost for their management.

Findings from this study could support treatment decision-making in PHIV in
clinical practice.
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