A STRUCTURED ALGORITHM FOR SAME-DAY ART INITIATION: SLATE Il TRIAL PRIMARY OUTCOMES
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In 2017 the WHO recommended same-day initiation (SDI) of antiretroviral T h e S LAT E I I Sam e _ d ay i n iti ati O n Enrollment

therapy (ART) for patients considered eligible and ready. Many countries, e 593 patients were enrolled in the study from 3/14/18-9/17/18, with follow-
including South Africa, encourage SDI, but evidence on how to implement up through 8/31/19.

SDI and its impact on outcomes remains scarce. Most research on SDI to * Arms were balanced on important demographic and clinical characteristics.

date has either excluded patients with symptoms of illness, including TB, al g O r i t h m i n C re aS e d A RT i n i t i at i O n Primary outcome 1 (initiation < 7 days of study enrollment) (Table 1)

from the study or delayed initiation for these patients. Building on the * In the intervention arm, 86% of patients (255/296) were found to be eligible
Simplified Algorithm for Treatment Eligibility trial (SLATE 1), in which nearly for same-day initiation under SLATE II.

half of participants were ineligible for same day initiation due mainly to TB

o @ O The other 14% in the intervention arm (41/296) met >1 algorithm criteria for
symptoms, we evaluated the revised SLATE Il algorithm, which allowed SDI Wlth I n 7 d a_yS frO I I l 6 8 tO 9 1 /O a_n d referral for additional services before initiation (95% for TB symptoms).

for patients with mild TB symptoms and other less serious reasons for delay. Same_day initiation was provided to 38% of standard arm patients and to

METHODS 87% of intervention arm patients.
= = = Within 7 days, 91% of intervention arm patients and 68% of standard arm
 Design: Individually randomized trial at 3 public sector clinics in South I n C re aS e d rete n t I O n I n Ca re a.t 8 patients had initiated ART.

Africa. Adult, non-pregnant patients presenting for any HIV care, including Within 28 days, 94% of intervention arm patients and 82% of standard arm
an HIV test, but not yet on ART were randomized to the SLATE Il algorithm patients had initiated ART.

. . ;
or standard care. Follow up was by passive record review. th f 5 9 t 740/ N I 9 t -I: More than a third of patients (36%) had CD4 counts <200 cells/mm?3 at

I I l O n S rO I I l O O . ear y O u O enrollment; of these, 83% of intervention arm patients and 62% of standard
Intervention: The SLATE Il algorithm (Figure 1) used a symptom self-report,

medical history questionnaire, brief physical examination, and readiness o (it < 98 d ; by s ) (Table 1
assessment to distinguish between patients eligible for immediate ARV rimary outcome 2 (initiated < ays and retained by 8 months) (Table 1)

dispensing after completing the algorithm and those who should have 1 O p atl e n tS Sta rte d ART O n th e Sam e d ay. * By 8 months after enrollment (i.e., by the routine 6-month clinic visit), 74%

. . intervention arm ients an 9 ndard arm ients wer
further care, tests, or counseling before starting treatment. of .te e. tion arm patients and 59% of standard arm patients were
retained in care.
Table 1. Outcomes For patients who did initiate <28 days, retention in care at 8 months was
similar between study arms

arm patients initiated ART <7 days.

Intervention arm patients eligible for SDI were dispensed ARVs; those

requiring additional services were referred to standard care. Standard arm
patients were referred for routine initiation after randomization. Standard arm |Intervention arm Crude risk Crude relative

o " ' 44 o (n=297) (N=296) difference risk CONCLUSIONS AND LIMITATIONS
Outcomes: ART initiation <7 days of enrollment and time to initiation; ART (95%C]) (95% CI)

initiation <28 days and retention on ART 8 months after study enrollment. | S The SLATE Il algorithm, comprising simplified steps for ART initiation,
Time to ART Initiation increased uptake of ART within 28 days by an absolute differences of 23%

Initiated < 7 days (primary outcome) 202 (68%) 270 (91%) 23% (17 to 29%) 1.34 (1.23-1.46) and increased retention in care at 8 months by an absolute difference of
15%.

. o Retention after same-day initiation using the SLATE Il protocol (20%) did not
SLATE Il ALGORITHM Initiated within 14 days 228 (77%) 274 (93%) 16% (10 to 21%) 1.21 (1.12-1.29) differ from retention after standard-of-care initiation (23%).

New in SLATE Il: SLATE |l included a new TB module for distinguishing
between mild and severe TB symptoms; patients with mild symptoms and

a negative LAM test were eligible for SDI. Initiated in 0 days (same day) 114 (38%) 257 (87%) 49% (42 to 55%) 2.26 (1.95-2.63)

Symptom report

Initiated within 28 days 243 (82%) 277 (94%) 12% (7 to 17%) 1.14 (1.08-1.22) NIMART nurses were able to implement the algorithm in routine care
settings without additional equipment or clinical supervision.

.| Non-TB referral criteria: persistent headache or other serious, self-
- reported symptoms or conditions that indicate investigation before ART

Retention In care
TB symptoms: cough, fever, night sweats, weight — Sputum and LAM test

" loss, or other signs of 8 Initiated ART < 28 days and retained 175 (59%) 220 (74%) 15% (8 to 23%) 1.26 (1.12-1.42) Post-initiation attrition was very high in both arms (>25%) at the time of

g J in care 8 months after study the routine 6-month visit; more attention must be paid to early retention

Negative LAM, mild symptoms: Positive LAM or

No referral (screens in); severe symptoms: — en rOI ment (prl mary OUtCOmE) SU ppO rt

trace patient next day if TB test positive Refer for TB test under standard care

\'4
Medical history

Limitations include small number of sites, high fidelity to the study protocol
that may not be achieved in routine care, and missing viral load data for
some patients.

Referral criteria = TB treatment initiation <14 days and not yet tolerated, previous default due N Ot retal ned after In |t|at|0n o dIEd 4 (2%) 2 (1%) ) 1% (_2 to 1%) O - 50 (O - 09-2 - 72)

>| to rash, hepatitis, or a psychiatric or neurologic condition or default from second line regimen, . L . 0 0 0 - 0 -
\’ or concurrsnt medicatti))r:/s or conditions suggesting further investigation before ART ° NOt reta|ned after |n|t|at|on —_ 3 (1 /0) 5 (2 /O) 1 /0 ( 1 to 3 /O) 167 (040 693)

Brief physical exam tranSferred

SLATE |l demonstrates that a simple, structured algorithm for same-day
Referral criteria = Observed conditions suggesting further investigation before ART
: ' i 59 (20% 50 (17% -3% (-10to 3%) 0.85 (0.60-1.20 initiation greatly increases initiation of ART without sacrificing retention in
— Not retained after initiation — (20%) (17%) ( ) ( ) greatly | 5
Referral criteria = Responses indicating further counseling, services, or time before ART Conflrmed Or a'ssumed LTFU Cd re’ reSU|t|ng In an Overa” Improvement Of treatment rates and OUtcomeS'

pp— pp——— Did not initiate < 28 days 54 (18%) 19 (7%) -11% (-17 to -7%) 0.35 (0.21-0.58)

IMMEDIATE ART INITIATION STANDARD ART INITIATION
All patients: blood draw for baseline CD4 count, creatinine Refer for required care as indicated. ART initiation
clearance, reflex CrAg screening. All TB-asymptomatic patients: follows clinic’s standard procedures.

sputum for TB test. As recommended: IPT, CPT. CrAg-positive . . . . .
pztients: request clinic tracing. o This project was funded by the Bill & Melinda Gates Foundation.

)
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Figure 1. The SLATE Il algorithm
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