Direct ADAP had a VS rate of 80.2% and those with ADAP-funded QHPs had a VS
rate of 86.0%. The number needed to enroll in ADAP-funded QHPs for an additional
PLWH to achieve VS is 18. Those who achieved VS in 2014 (adjusted risk ratio [aRR]
1.39, 95% CI 1.30-1.48) and those who enrolled in QHPs in 2015 (aRR 1.06, 95% CI
0.99-1.13) were more likely to achieve/maintain VS.

Conclusion.  Additional efforts should be made to reach rural PLWH for QHP enroll-
ment. State ADAPs, especially those in the South and those in states without Medicaid expan-
sion, should consider investing in purchasing QHPs for PLWH because increased enrollment
could improve VS rates. This evidence-based intervention could be a part of “Ending the HIV
Epidemic” Once ADAP clients are enrolled in ADAP-funded QHPs, they stay enrolled, and
QHP enrollment is associated with VS across states and demographic groups.
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Background.  Cabotegravir (CAB) and rilpivirine (RPV) are under development as
a novel long-acting (LA) regimen for maintenance of HIV virologic suppression. Pooled
Week 48 data from pivotal Phase 3 trials demonstrated noninferiority of CAB LA + RPV
LA vs. current antiretroviral regimen (CAR) on the primary endpoint, proportion of
subjects with HIV-1 RNA 250 ¢/mL (1.9% and 1.7%, respectively). Adherence to dosing
visits, use of oral dosing (bridging) to cover planned missed injections and injection tol-
erability were examined for subjects in the ATLAS and FLAIR studies.

Methods.  Virologically suppressed subjects (HIV-1 RNA < 50 ¢/mL) were ran-
domized to switch to CAB LA + RPV LA or to continue CAR. On-time injections
occurred Q4 weeks within a +7-day dosing window of the projected dosing date.
Adherence to LA therapy was calculated as the number of on-time injection visits
divided by the number of expected dosing visits through Week 48. Injection visits out-
side the pre-specified window and missed injection visits with/without the use of oral
dosing were quantified. Injection tolerability was assessed via adverse event reporting.

Results. A total of 14,682 injections of CAB and RPV were administered to 581
subjects during 6,920 injection visits. 98% of injection visits took place within the allowed
+7-day dosing window with 3,194 (46%) on the projected dosing date. Forty-six (<1%)
injection visits were early and 106 (2%) were late. Oral bridging was used in 16 subjects over-
all; 8 planned missed injection visits were successfully covered, with no change to virologic
suppression status. No subject with HIV-1 RNA > 50 ¢/mL at Week 48 had missed/late injec-
tion visits. 25% (3,663/14,682) of injections were associated with local injection site reactions
(ISRs). The most common ISR was pain (3,087/3,663 = 84%). Most ISRs were grade 1-2
(99%), short duration (median 3 days), with few associated discontinuations (<1%).

Conclusion.  Subjects receiving CAB LA + RPV LA demonstrated high rates of
adherence to injection visits through week 48, with 98% of injections occurring within
the +7-day dosing window. Oral bridging with CAB and RPV was an effective strategy
for maintaining viral load suppression to cover missed injection visits. Injections were
well-tolerated with few associated discontinuations.
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Background.  Understanding drug resistance in perinatally HIV-infected
children (PHIC) when viral load (VL) monitoring is limited is critical for life-long
antiretroviral use. Resistance data in PHIC in sub-Saharan Africa are limited. Though
guidelines recommend PI-based first-line regimens in PHIC, many worldwide remain
on NNRTI-based regimens. We examined treatment failure, resistance, and outcomes
in Kenyan PHIC on first-line NNRTI-based therapy.

Methods.  PHIC were enrolled in 2010-2013 at the Academic Model Providing
Access to Healthcare in Eldoret, Kenya, a large program caring for >160,000 HIV
patients; >15,000 PHIC. VL testing, not routinely available then, was done for all, and
resistance testing was done in viremic PHIC. Clinical data were derived from medi-
cal records. Subtype and resistance interpretation were with Stanford Database tools.
Associations between failure (>1,000 copies/mL) or resistance, and demographic, clin-
ical or lab variables were evaluated with Fisher exact and Wilcoxon rank-sum tests.

Results.  Of 482 PHIC enrolled, 52% were female, median age 8.4 years
(range 1-15), median CD4% 28 (range 0-53), 79% on zidovudine (AZT)/abacavir
(ABC)+lamivudine(3TC)+efavirenz (EFV)/nevirapine (NVP) for median 2.3 years.
Treatment failure was seen in 31%, associated with low CD4% and count. Genotypes
were available in 124, 47% female, median age 8.3 years (range 2-15), median CD4%
22 (range 0-45), 81% on AZT/ABC+3TC+EFV/NVP for median 2.5 years, median
VL 7,515 copies/mL. Subtypes were A 76%, C 3%, D 15%, recombinants 6%. Reverse
transcriptase mutations were in 93%; 93%-NNRTTIs, median 2/patient, most common
Y181C (44%); 89%-NRTIs, median 3/patient, most common M184V (85%); 89%-dual
class, median 5/patient. Intermediate-high resistance to potential second-line drugs
included 62% etravirine, 66% rilpivirine, and 19% tenofovir. Of 92/124 (74%) PHIC
with follow-up data, 27% remained on NNRTI-based first-line (median CD4 count
461), of whom 24% had suppressed VL and 48% died; and 73% switched to PI-based
second-line (median CD4 count 591), of whom 72% had suppressed VL and 6% died
(P < 0.05 for both).

Conclusion.  PHIC in western Kenya on NNRTI-based first-line regimens had
high treatment failure rates and extensive drug resistance with poor clinical outcomes,
demanding urgent interventions.
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Timeliness of Injections Relative to ATLAS FLAIR Pooled (IM)
Date of Projected Dosing Visits
Total Number of Expected Visits 3343 3577 6920
Within Window Injection Visit (+/- 7 days. 3252/3343 3507/3577 6759/6920
relative to projected visit date) (97%) (98%) (98%)
Injection Visit on Projected Visit 1567/3343 1627/3577 3194/6920
Date (47%) (45%) (46%)
Early Out of Window Injection Visit (more 28/3343 18/3577 46/6920
than 7 days early relative to target visit (<1%) (<1%) (<1%)
date)
Late Out of Window Injection Visit (more 59/3343 47/3577 106/6920
than 7 days late relative to target visit date) (2%) (1%) (2%)
Missed Injection Visit* 4/3343 5/3577 9/6920
(<1%) (<1%) (<1%)
*Of the 9 missed injection visits, 8 were covered by oral bridging with no change to virologic suppression status
Timeli of Injecti ive to Projected Visit
3500 98% of injection visits occurred within the +7-day dosing window
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Background.  Safety data are needed regarding HIV treatment in women of
reproductive potential and during pregnancy. This review is to evaluate pregnancy
outcomes following prospective exposures (exposure report prior to knowledge of
pregnancy outcome) to raltegravir during pregnancy.

Methods.  Exposures to raltegravir during pregnancy reported cumulatively

through March 26, 2019 to the internal safety database at Merck & Co., Inc. were
reviewed. This database includes all reports of pregnancy from clinical trials sponsored
by the company, spontaneous post-marketing reports, and noninterventional data
sources. Prospective pregnancy reports were evaluated to determine rates of spontane-
ous abortion, stillbirth, and congenital anomalies, including neural tube defects. Data
from two ongoing cohorts of pregnant women with HIV-1 infection, not included in
the internal safety database, were also reviewed.
A total of 2,508 prospective pregnancy reports with reported outcomes
were identified among women exposed to raltegravir: 919 from the internal safety
database (Table 1) and 1,589 from the UK/Ireland and French pregnancy cohorts.
Among the 2,508 prospective pregnancy exposures, 945 were in the first trimester, of
which 757 were within the periconception period (within 28 days of conception). Of
the 471 documented first trimester exposures identified in the internal safety database,
the rates of spontaneous abortion (6.9%), stillbirth (1%), and congenital anomalies
(1.5% per live births) were similar to the rates observed in the background populations
of the United States Among outcomes following any exposure, the rate of congenital
anomalies was 3.4% per live births. There were no reports of neural tube defects iden-
tified within the internal safety database or among the cohort data.

Conclusion.  Prospectively collected pregnancy outcome data do not suggest
an association between raltegravir exposure and spontaneous abortion, stillbirth, or
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