Differences in Demographics and HIV Risk Exposures Among People Receiving Bictegravir/Emtricitabine/Tenofovir Alafenamide
(B/F/ITAF) Versus Other Post-Exposure Prophylaxis Regimens in the United States, 2016-2025

Kenneth H Mayer?, Travis Lim?, Valentina Shvachko?, Laura M Mann3, Wenyi Wang?, Jason T Hindman?

'Fenway Health, Boston, MA, USA; 2Gilead Sciences, Inc., Foster City, CA, USA; 3IQVIA, Atlanta, GA, USA

Conclusions

« A total of 94,018 post-exposure prophylaxis episodes were assessed, including prescriptions for
raltegravir + emtricitabine/tenofovir disoproxil fumarate, dolutegravir + emtricitabine/tenofovir

Objective

* To describe demographic characteristics, associated HIV exposure codes, prescribing patterns, and post-PEP
HIV outcomes, with the goal of identifying opportunities to support and optimize PEP provision and access across

populations, regions, and programs

* Among overall PEP episodes, the majority were for individuals who were aged 25 to 44 years, were male, had unknown race/ethnicity,
resided in the US South or Northeast, had commercial insurance, and had no prior PrEP use within 1 year (Table 1)

— A higher proportion of PEP prescriptions for B/F/TAF were for individuals who were aged =245 years, were male, and resided in the
US South compared with PEP prescriptions for RAL + F/TDF and DTG + F/TDF

Table 1. Demographic Characteristics of PEP Episodes by Regimen Type?
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» PEP prescriptions for RAL + F/TDF peaked in 2019 before declining and
plateauing (Figure 2)

* PEP prescriptions for DTG + F/TDF have risen steadily since 2016, with the exception
of a drop in 2020

* The use of B/F/TAF as PEP has steadily increased since 2018, even prior to updated
CDC guidelines recommending it for PEP; interpretation should consider that B/F/TAF
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aData are at the PEP episode level.

bTotal includes regimens included in CDC guidance during the study period. The 3 most common regimens are shown; the total PEP column includes PEP prescriptions for DRV/r + F/TDF (n = 927).

¢P values indicate statistically significant differences in proportions by category using the chi-squared tests of independence. However, P values are highly significant with large sample sizes. The reported SMD represents the maximum absolute
pairwise SMD among RAL + F/TDF, DTG + F/TDF, and B/F/TAF. The larger of the 2 pairwise SMD values is listed, with >0.2 indicating likely imbalance between =2 groups.

dB/F/TAF became available in February 2018.

B/F/TAF, bictegravir/emtricitabine/tenofovir alafenamide; CDC, Centers for Disease Control and Prevention; DRV/r + F/TDF, ritonavir-boosted darunavir + emtricitabine/tenofovir disoproxil fumarate; DTG + F/TDF, dolutegravir + emtricitabine/tenofovir
disoproxil fumarate; PEP, post-exposure prophylaxis; PrEP, pre-exposure prophylaxis; RAL + F/TDF, raltegravir + emtricitabine/tenofovir disoproxil fumarate; SMD, standardized mean difference.

— Among the 26,359 exposure-linked episodes, 11,981 were associated with RAL + F/TDF, 12,151 with
DTG + F/TDF, and 2227 with B/F/TAF

dolutegravir + emtricitabine/tenofovir disoproxil fumarate increased, while the use of
raltegravir + emtricitabine/tenofovir disoproxil fumarate decreased and then remained steady after 2019

« The use of bictegravir/emtricitabine/tenofovir alafenamide increased steadily after it became available.
It was commonly used among people whose records included indicators consistent with sexual
HIV exposure

* Very few people were diagnosed with HIV after receiving post-exposure prophylaxis

* These findings may help to identify populations and settings where HIV prevention services could
be strengthened

Table 3. HIV Diagnoses Following PEP by Regimen

HIV Diagnoses Following PEP, n/N (%)
4/4447 (0.09)
5/4999 (0.10)
1/949 (0.11)

Regimen

RAL + F/TDF (n = 4447)
DTG + F/TDF (n = 4999)
B/F/TAF (n = 949)

* |n contrast, 117,053 encounters were identified with 21 claim with exposure to HIV as the primary diagnosis code
that were eligible for PEP (with no history of HIV or ART for treatment) but for which no associated PEP claims

were found

PEP Risk Exposures and Prescriptions
Figure 1. PEP Algorithm  Among 94,018 PEP episodes, 26,359 (28%) had =21 HIV risk exposure code identified within <72 hours of the PEP claim

— The most common risk exposures overall were exposure to HIV and exposure to sexually transmitted infection (STI; Table 2)

« Exposure-linked B/F/TAF episodes were more frequently associated with rectal STI testing codes than exposure-linked episodes for
comparator regimens

New HIV infections after PEP with documented evidence that the individual was negative for HIV at baseline (-3 to +10 days relative to the index date)
were included.

B/F/TAF, bictegravir/emtricitabine/tenofovir alafenamide; DTG + F/TDF, dolutegravir + emtricitabine/tenofovir disoproxil fumarate; PEP, post-exposure
prophylaxis; RAL + F/TDF, raltegravir + emtricitabine/tenofovir disoproxil fumarate.
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EREIEIE ESLIES WRIRHE Gl 6 P12 = alr bl s lieess sRiest @i » Pharmacy claims confirm medication dispensing but cannot confirm treatment initiation,

Nol n = 896,586 Table 2. Risk Exposure Codes ldentified Within <72 Hours of Exposure-Linked PEP Episodes?P adherence, or completion

- Effective treatment and prevention strategies are required to address the ongoing HIV public health crisis in o | | |
the United States' 3. Evidence of prior ART Yes Total PEP - Definitive HIV diagnoses following PEP use may have been related to subsequent risk
_ _ _ _ o Of step 2, prior evidence of ART claims for treatment (with the exception of > Exclude (All Regimens®; [::\SAZapiivaicR R TaNd] B/F/TAF . : :
« Post-exposure prophylaxis (PEP) entails a 28-day course of antiretroviral therapy (ART) started within <72 hours prior PrEP or prior PEP [defined by >15-d gap between fills of PEP regimens]) - -10- = 26,3 = 11,981 = 12,151 = 2227 d d SXpPOSUres rather than the orlglpal risk exposure for which PEP was SPUth o
after a suspected exposure in an individual without evidence of HIV infection? N l 183,077 EISk Exp(:sT-IT\el((IZCZDO ;)0 R : 10 6,6559) . 412 e 557 . 963 e \(gaOlgf gl\zn?g * Asthis analysis was based on insurance claims data, PEP use by uninsured individuals
o|n= : Xposure to : : <0. . : : SR !
* Previously recommended PEP regimens, including raltegravir + emtricitabine/tenofovir disoproxil fumarate _ _ Chlamydia and/or gonorrhea laboratory test, unspecified swab site 3908 1437 1982 489 <0.001 0.268 was not .captured, which may haye .excl.uded potentlally high-risk popglat'OnS
i i i { ~ita i i i - 4. Intercurrent or repeat antiretrovirals v 2 Y « Comparisons of exposure type distributions across regimens may be influenced b
(RAL + F/TDF) and ritonavir-boosted darunavir + emtricitabine/tenofovir disoproxil fumarate (DRV/r + F/TDF), Of step 3, intercurrent antiretrovirals overlapping index or follow-up Yes »  Exclude Chlamydia and/or gonorrhea laboratory test, rectal swab site 1853 185 1247 421 <0.001 | 0.598 parise posure type di | | dl y 4 DYy
presented tolerability issues, twice-daily dosing requirements, and/or multi-tablet formulations leading to period, or repeat claim for index regimen within 30 d of end of supply Male 1588 123 1095 370 <0.001 | 0.572 calendar—tlme confounding and dlffe.rennal coding practices over the stucljy period
adherence challenges? Nol n=94.018 Contact with contaminated hypodermic needle 3058 1903 994 161 <0.001 0.273 » Observed differences between regimen groups should be interpreted in the context of
_ i ' ' i Substance use related 279 178 04 7 <0.001 | 0.124 changing PEP prescribing practices over time and are not intended to represent
In 2025, the Centers for Disease Control and Prevention (CDC) introduced updated recommendations 5. Risk exposure ¥ , S onal® 2779 172 900 154 <0.001 | 0.244 tive effecti | iati
for PEP, with the preferred regimens being dolutegravir + (tenofovir alafenamide OR tenofovir disoproxil Of step 4, risk exposure diagnosis code in 0 Include for total regimen count resumed occupationa S O ' ' comparalive effecliveness or causal assoclations
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eContact with contaminated hypodermic needle exposure codes were presumed occupational based on the absence of a substance use—related exposure code.
require a confirmatory laboratory result at or around the time of the claim

prophylaxis (PrEP) for patients continuously engaging in high-risk behaviors’
Understanding the exposure situations and population characteristics driving PEP use is important for evaluating
whether PEP is being prescribed as a targeted prevention strategy in higher-risk exposure circumstances

aThe window periods of the laboratory tests were defined according to the CDC clinical testing guidance for HIV. The window periods were 20 days for antibody tests and 15 days for all other tests.?
bExcludes PEP prescriptions for DRV/r + F/TDF (n = 21).

ART, antiretroviral therapy; B/F/TAF, bictegravir/emtricitabine/tenofovir alafenamide; CDC, Centers for Disease Control and Prevention; DRV/r + F/TDF, ritonavir-boosted darunavir +
emtricitabine/tenofovir disoproxil fumarate; DTG + F/TDF, dolutegravir + emtricitabine/tenofovir disoproxil fumarate; PEP, post-exposure prophylaxis; PrEP, pre-exposure prophylaxis;

RAL + F/TDF, raltegravir + emtricitabine/tenofovir disoproxil fumarate.

B/F/TAF, bictegravir/emtricitabine/tenofovir alafenamide; CDC, Centers for Disease Control and Prevention; DRV/r + F/TDF, ritonavir-boosted darunavir + emtricitabine/tenofovir disoproxil fumarate; DTG + F/TDF, dolutegravir + emtricitabine/tenofovir disoproxil fumarate;
ICD-10-CM, International Classification of Diseases, Tenth Revision, Clinical Modification; PEP, post-exposure prophylaxis; RAL + F/TDF, raltegravir + emtricitabine/tenofovir disoproxil fumarate; SMD, standardized mean difference; STI, sexually transmitted infection.
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