medication for a D/C/F/TAF-related GI AEOI. Among patients with a D/C/F/TAF-
related GI AEO], the median duration was 16.5 days.

Conclusion. In AMBER, incidences and prevalences of D/C/F/TAF-related
GI AEOIs were low and tended to present early in the study. Combined with rapid
decreases in prevalence, these ﬁnding suggest that GI AEOIs were transient. Overall,
the GI profile of D/C/F/TAF was favorable, and to a greater extent than D/C + F/TDE,
suggesting improved tolerance vs an older formulation.

Table. Baseline Demographic and Clinical Characteristics

DICIFITAF DIC + FITDF
(n=2362) (n =363)
Demographic
Age, median (IQR), y 34 (27-42) 34 (27-42)
Male, n (%) 318 (88) 322 (89
Race, n (%)
White 300 (83) 300 (83)
Black/African American 40 (11) 40 (11)
Other 22 (6) 23 (6)
Clinical
HIV-1 RNA >100,000 copies/mL, n(%) 60 (17) 70 (19)
CD4+ cell count <200 cells/uL, n (%) 22 (6) 29 (8)

IQR, interquartile range.

Figure 1. Incidence of study drug-related GI AEOIs over time among patients ran-
domized to D/C/F/TAF (n = 362).
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Figure 2. Prevalence of study drug-related GI AEOIs over time among patients
randomized to D/C/F/TAF (n = 362).
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Background. Integrase strand transfer inhibitors (INSTIs), a new class of anti-
retroviral (ART) therapy for HIV, have quickly become a cornerstone of ART regimens
globally. Here, we present the prevalence of INSTT resistance globally and over time
among people living with HIV/AIDS (PLWHA), clade B.

Methods. To characterize trends in INSTI resistance, we conducted a literature
search of articles published after 2010 via Pubmed and posters/abstracts from the
Conference on Retroviruses and Opportunistic Infections (CROI) from 2016-2020.
Included in our analysis are studies that include more than 100 individuals with
INSTI resistance testing, who are infected with HIV clade B. We stratified the stud-
ies by country and by time period. We defined two time periods, 2008-2015 during
which primarily first generation of INSTI were used (raltegravir and elvitegravir), and
2015-2020 during which second generation INSTIs (dolutegravir and bictegravir) use
became widespread. We considered drug-resistance associated mutations (DRAM) in
both ART-naive and in ART-experienced PLWHA.

Results.  Overall, we reviewed 31 papers and 11 CROI abstracts that met the in-
clusion criteria. We observed that prevalence of DRAM in naive patients is low glo-
bally and has remained low over time, ranging from 0%-8%. Meanwhile, we observed
a downward trend in DRAM among INSTI-experienced patients from the 2008-2015
period to the 2015-2020 period from 11%-47.6% to 8%- 32.1%, reflecting higher bar-
rier to resistance described in vivo among the 2™ generation INSTIs. See table below.

INSTI Resistance Summary Results Table

1st Time Period: 2008-2015 [2nd Time Period: 2015-2020
gf“"t”es DRAM in ART-DRAM in ART-  DRAMin ART-  |DRAM in ART-
naive lexperiened naive lexperienced
papers)
Europe:
Prevalence 5.3% - [Prevalence 42%" -
9.2% 147 %"
Most Common Most common
France |Common Mutations: L74M |Mutations: N155H
(4) Mutations: (2.3%) , E157Q  |(45.2%), Q148H/K/R
[T97A (3.2%), (4.4%) (45.29%), T97A
E157Q (2.2%) (45.2%)
Prevalence |[Prevalence 11.7% - Prevalence Prevalence 26% -
0% - 1.3% B7% 0.011% - 0.6% 32.1%
[Most common|Most Common Most common Most Common
ltaly (7) |mutations:  |[Mutations: mutations: E138K [Mutations: G140S
[T661 (0.06%). [N155H(16.8%), 0.06%), (5.1%), Y143R
R263K (0.3%) [Y143R (6.3%), G140S+Q148H (4.2%), Q148H
G140S (7.068%) 0.06%), (4.2%)
Y143Y/C/HR
0.06%), N155H
(0.06%)
Prevalence Prevalence 0.2%
10.1% - 2.7%
Spain (3) Most Most Common
Common Mutations:
Mutations:
97A (2.3%) 97A (2.3%)
Prevalence Prevalence 0.94%
0% Most Common
HK12) Mutations: T66IT
(0.94%)
. Prevalence |Prevalence 44.3%
iﬂ:;ry 0% Most Common
Europe Mutations: N155H
2) (22.4%), Q148H/R/K
(17.3%
North America
Prevalence |Prevalence 0.8% -
% 4.6%
Most
g;mada Common Most common
Mutations: imutations:
R263K IQ148H(0.03%)
(0.04%) IN155H(0.03%)
3’:3?_': r;;: Prevalence 0% _F';e r ;:ence 0.09% Prevalence 8%
Most Most Common Most Common
USA (13) Commen Mutations: Mutation: E92Q
Mutations: [Y143H(23%) and |(81%)
R236K (18%), Q148H (23%)
N155H (18%)
South America
Prevalence 21% Prevalence 13.7%
Most Common
. : = Most Common
Brazil (1) Mutations: Mutations:
G140(7%) and F a
E138(1%) G140(7%) E138(1%)
Asia
Prevalence 3.4% [Prevalence 22%
South
Korea (1)
Most Common Most Common
Mutations: E92Q [Mutations: Y143C
(100%) (30%), E92Q: (30%),
N155H (30%)
‘I;'-r:;;alence Prevalence: 47.6% Prevalence 0%
: Most ost Common
;rza)lwan Fammon Mutations:
Mutations:  [Q148H/K/R (19%)
[Q148H/K/R
(0.7%)
Among
those
who have
failed
INSTI-
containing
regimens
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Conclusion. Here, we have analyzed the trends in INSTI prevalence over time and
in different countries for HIV1 clade B. We demonstrate that globally, INSTI DRAM
among INSTI-naive patients are rare and incidence does not increase significantly over
time despite increased usage. In addition, published studies showed a downward trend in
INSTI DRAM among INSTI-experienced patients after 2015, reflecting the higher bar-
rier to resistance in the second generation INSTIs. The most commonly occurring INSTI
DRAMs observed were N155H (more common in the era of flst generation INSTI),
QI148H/K/R, and G140S. As INSTI usage continues to increase globally, continued vigi-
lance and surveillance is needed to monitor continued INSTI resistance over time.
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Background. Quality communication between patients & HCPs is important to
help to identify/address treatment gaps. Who initiates this communication may vary, but
impact of good quality communication as a marker of successful care has not been fully
explored in PLHIV. We investigated whether perceived comfort discussing salient issues
with HCPs differed between PLHIV with vs without specific treatment challenges.

Methods. 'We analyzed self-reported data for 520 PLHIV from the 2019 Positive
Perspectives study from Canada and USA. Engagement in care (low, moderate, high),
was modified from the Observing Patient Involvement scale. Using Chi-squared tests,
we compared communication barriers among those uncomfortable discussing with
their HCP (p<.05).

Results. Mean age was 39.6 years. Perceived comfort discussing salient issues
with HCPs was significantly lower among PLHIV with than without the specified
challenges: discussing side effects (those experiencing side effects=50.4%([135/268]
vs without=60.7%[153/252], p=.018); discussing privacy concerns (those hiding
medications=41.3%[138/334] vs not hiding =66.7%[124/186], p< .001); discuss-
ing adherence challenges (those with suboptimal =42.4%[78/184] vs optimal adher-
ence=57.7%[194/336], p=.001); discussing concerns about HIV illnesses (those without
viral suppression=43.1%[90/209] vs virally suppressed=64.6%[201/311], p< .001); and
discussing impact of HIV on their life (45.4%[100/220] vs 62.7%[188/300] among those
reporting vs not reporting that HIV negatively impacts their life, respectively, p< .001).
Among those uncomfortable discussing HCP/clinic-related barriers (eg, no time during
visits, worried HCP might perceive them as “difficult”) and limited self-efficacy were par-
ticularly more prevalent among those with vs without specific challenges (Figure 2). Pooled
analysis showed that optimal self-rated health was 33.9%[42/124]; 52.1%[112/215]; and
68.5%[124/181] among those with low, moderate, & high engagement (p< .001, Figure 3).

Figure 1

Figure 1. Indicators of communication between HCPs and PLHIV in Canada and the
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P < 0.05 for the difference between the U.S.A and Canada.

Figure 2

Figure 2. Comparisons of perceived barriers between those with vs. without specific
unmet needs, among those who reported being uncomfortable discussing the specified
issue with their healthcare provider.

OUEOma: -V ITAT 81, WOUK ) OU 8] UNCOMTOrEaDes 12N COncame 'mumrmrupumm Hang puke ana
your main HIV cars provider?-u unc.om fortabie

s cussing privacy

concems (155}

Vel my main HIV care provder krows bes [ =3y

Idan' feel corfident enaugh| T

Thers nener seems o be enough me o Hiaagpodunity | P-cog T

I ot =ure how & brngit up| Penog T

it want i taeer g mars of e Sime [ ]

ko el & i important enough 1o boter diem| [ 1]

1 corit e 0 commes aroes s cul’ e Praom T

1don't beieve fhey can do much about my conoerTs| T

1 chonr't ik ey i HIW caame provider's priosi e s s e T
HY Reporting HV2s having

having a negatve im pact ‘2 nagative Impact on

lon their uts ana el IR 200

noomtortabis
| e cuseing impacts of
HIV (112}

Ve my main HIV care provider knows e
Tk feel corfilent encugh

Thersnever seams o be enaugh Sme o e apporuriy|

T it e hew & bringit gl

1 ot want 5 takes up more of e Sime

1k el @ isimportant enough 1o bother #1emfTET

| conit warnt 10 come across as a ‘Gl peden

It e frey cn da much shout my concems

1 ot ks ey rmain HW cae provider's pri e e s e

3
5:.- 2 [3H

Re porting viral
|s uppra seion ana
uncomtortabie

Notre porting viral
BUppISE 0N 200
uncom ortatie

|@acussing HY Iinsssas discussing HIV linsssss

li18) (119}
Ve my main HIV care provider krows bes |z
Idan foel corfident enaugh B SR P-coa T
Thers neser seems o be enough fme o fie oppodunity PR [ =
I ot =ure how & brngit upPIED T
| conitwant o taker s rore of #eie Sme S P-gad T
o el i impartam enough 10 boter e D P xaom T
I dortwant 50 come across as a ‘difoul” pesen PERY Panaoy [ 3w
Vo't v ey can do much afhout my concees T T
1 choer't ik rry i HIW caims rovider's o e e as e RS | 0w
[Wiout side stiects and W £k effects and
b un om ortabis
|t cussing sos eMects i cuBsINg 10s ¢ty
(133}
Vel my main HIV care prosider keows besi| T
Idan} feel corfident enaugh 2 | =ul
These never seems o be enough Sme o he oppod ity RS T
I ot sure how & brngit upETE [ 20
| cont warnt o teker g rrore of #eie e FERT [ 25%]
Vo fsel i importart erugh o bofer e Y
| daritwant o come across s 2 Gl pen P T
1 ekt B thary can d ruch st my conoee 00 Pacaom [ 2y
1 ot ik my maain HW cam provider's priarides am e ssme 2 mne 0

P-values shown for only statistically significant results

Figure 3

Figure 3. Relationship between extent of patient engagement in care and health-related outcomes among people living
with HIV in Canada and the U.S.A
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Conclusion. Individuals uncomfortable discussing issues with their HCP
reported greater treatment challenges. Proactive HCP-driven high-quality communi-
cations with all patients is necessary to help address these concerns.
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