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Abstract

Introduction

* Current WHO guidelines recommend “treat
all” HIV-infected individuals with ART

* MaxART: first Treat All implementation trial in
government-managed health system

* Primary findings strongly supported scale-up
of Treat All — this analysis examines mortality
as an additional indicator of its impact

Methods

* Conducted in 14 Eswatinian health clinics with
clinic-based stepped-wedge design

* All-cause, disease- and HIV-related mortality
analyzed using Cox proportional hazard model

Results

* Treat All — no impact on all-cause (HR:1.12,
95% CI: 0.58-2.18, p=0.73), disease-related
(HR:1.04, 95% CI: 0.52-2.11, p=0.90), and
HIV-related mortality (HR: 0.93, 95% CI:
0.46-1.87, p=0.83)

Conclusion

* No immediate benefit of the Treat All strategy

on mortality, nor evidence of harm.

Intfroduction

* Timing of ART initiation greatly influences

survival outcomes among PLHIV!H4°,
e 2016: WHO recommended ART initiation in all

adults with HIV, regardless of WHO clinical
stage and CD4 count — “treat all” for immediate
ART initiation following HIV diagnosis®.

* MaxART: to determine the impact of Treat All
on care retention and viral suppression versus
standard of care (SoC)>.

* Secondary analysis examines mortality associated
with Treat All compared to later ART-1nitiation
per SoC. Results on longevity will serve as
additional indicator of impact.

Methods

* One random pair of clinics transitioned from
Eswatint’s SoC for ART initiation to Treat All
every 4 months.

* All endpoints analyzed censoring SoC
participants at clinic transition.

* Competing risks approach used to estimate
disease-related and HIV-related mortality rates.

New & returning Pre-ART participants at the
14 clinics during the study enrollment period

(N= 3485)

Excluded protocol violations (N = 80);
pregnant (N=23), breastfeeding (N=6),

age < 18 (N=3), not ART naive (N=23),
HIV negative (N=20), psychiatric
diagnoses (N= 4), HIV negative and
psvchiatric diagnosis (N=1)

V

Total MaxART trial participants enrolled (N=3405)

Enrolled in intervention
phase of the stepped
wedge trial (N=1371)

Enrolled 1 control phase

of the stepped wedge
trial (N=2034)

Figure 1: Flow diagram of participants enrolled
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Figure 2: Clinic-based step-wedged trial diagram showing

number of enrolled participants by clinic pair and steps

* Eswatint ART initiation guideline changed from a CD4 count threshold of =350
cells/pl to <500 cells/ul on December 1, 2016.

K Eswatini ART initiation guideline changed from a CD4 count threshold of =500
cells/pl to "treat all” on October 1, 2016.

Results

12-Month Mortality

Rate (95% ClI)
(95% CI)

SoC Treat All

All-cause 1.42% 1.60% 1.12
mortality (0.66-2.17) (0.78-2.40) (0.58-2.18)

Disease-related 1.18% 1.36% 1.12
mortality (0.51-1.84) (0.62-2.10) (0.57-2.21)

HIV-related 1.02% 1.00% 0.93
oAz (A (0.40-1.64) (0.40-1.59) (0.46-1.87)

Table 1: 12-month mortality rates among SoC and Treat All
participants, and multivariate-adjusted hazard ratio
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Figure 3: Multivariate-adjusted Kaplan-Meier curves by
treatment group

Hazard Ratio

Conclusion

* Primary analysis strongly supported scale-up
of Treat All to improve retention and viral
suppression rates, but mortality analysis
inconclusive about impact on longevity
among people living with HIV.

* Mortality under Treat All not significantly
lower compared to SoC as hypothesized.

* However, since major purpose of Treat All is
to decrease infectiousness so there are no new

cases, also an important finding that there 1s
no evidence of harm.

* Longer follow-up of participants necessary to
establish long-term consequences, particularly

mortality, ot Treat All
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