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— Mean CD4+ T lymphocyte count at baseline was 484.0 cells/mm?

Table 1. HTE-Definina Criter Figure 3. Psychoactive Substance Use Disorders in PWH-HTE
COnCI USiOnS BaCkg rou nd ab’e erining rieria — After 6-months follow up, mean CD4+ T lymphocyte count was 506.0 cells/mm?
HTE-Defining Criteri - - L i Aafin " : Psychoactive substance use disorder (any) 25.9%

_— - - - » While there is no universal consensus on PWH-HTE identification, prior studies estimate (21 of tﬁelgénc?rite:ilaer"rzist be met to identify PWH-HTE) Medications/Medication Classes On.e quarte.r Qf the PV\(CH 5 ha.d AIDS-defining C(?ndItIODS, with the. most common
» This study presents criteria to identify and characterize people with HIV who have the prevalence ranges from 1—15% based on various criteria’347 _ being candidiasis (6.8% at baseline) and pneumonia (6.67% at baseline) Nicotine 17.3%

heavy tr_eatrr)ent experlence_(PWH-HTE) using an ele_ctrpnlc he.alth record (EHR) « PWH-HTE have limited ART options due to antiretroviral drug resistance and intolerance, » Enfuvirtide Figure 2. Clinical Conditions in PWH-HTE

plus claims-linked database; the four HTE-defining criteria were: and/or concomitant medication interactions’® 1 Received an ART specifically indicated for HTE on |+ Fostemsavir ' Alcohol [ 47%

— Received antiretroviral therapy (ART) specifically indicated for HTE . PWH-HTE are often associated with hiaher disease burden. mortality rates. healthcare or after the end date of the first LOT « Ibalizumab Hypertension (primary) e 39.4%

9 ’ y ’  Lenacapavir Hyperlipidemia e 31.5%

— Received ART suggestive of HTE and evidence of viremia
— Had resistance to 23 ART classes

Opioid | 46%

utilization, and costs compared with PWH without HTE?

CVD? | 26.9%

_ * These factors may contribute to a poorer quality of life for PWH-HTE compared with Received an ART suggestive of HTE on or after |« Darunavir BID | .
— Had a history of exposure to three core ART classes PWH without HTE the end date of the first LOT . Dolutegravir BID Depression  ——— 22.9% Other psychoactive substance [ 4 4%
* Resistance data availability was limited Theref tis i ot to | derstand 4 idenificat -~ ocof 2 land . Doravirine Anemia | s 19.3%
» The demographic characteristics of this population of treatment-experienced o f S(ﬁ/ﬁre’ IS Imporiant to Improve our understanding ahd iaentirication ot tnis subse Evidence of viremia (>2.3 log,, copies/mL) « Etravirine Anxiety s 18.5% Cannabis [ 3-7%
PWH who met one or more HTE-defining criteria were generally aligned with © during the previous ARV LOT* * Maraviroc Diabetes, Type 2  j————————— 17.8%
prior studies’> * Here, we present the characteristics of PWH-HTE identified in a linked EHR-claims dataset . NNRTI Obesity  E——— 17.5% Cocaine [ 3.7%
— The HTE population in this study included a greater proportion of female — This EHR platform serves both small healthcare practices and medium to large 5 |Laboratory results indicated resistance to 23 ART |+ INSTI Skin disorder (non-melanoma) e ———— 14.9%
individuals (36.4%)' and a slightly greater proportion of Black individuals multi-specialty practices classes at any time during patient history ¢ NRTI Asthms  ———— 12 8% Other stimulant [l 2.6%
0/.\1,2,5 I I . . . .. o -
(447-0 /o) Versus prior stgdles - | - — As EHRs are patient care records from healthcare providers, they provide clinical value IITIINRTI 010 S D I — e VA | | o i
— This HTE pOth|§_tl0r3163|30 included more individuals with Medicaid insurance and detail that are not necessarily linked with reimbursement 4, |History of exposure to the three core ART classes |\ o Hepatitis C  — O.27% Sedative, hypnotic, or anxiolytic |~ 0.8%
versus prior studies® at any time during patient history . . g
. PWH-HTE identified in this study had a high clinical burden: median HIV viral . . - L F"d T Bipolar disorder  mm—m"7.0% nhalant | 0.2%
. . . g 20r during the ays prior to tne start o e , | e -Inaicative medication was observe uring the Tirs . i I I 0
|Oad at base“ne was 24 Iog10 COpIeS/mL, mean (SD) Charlson COmOrbldlty O bj eCtlve ART, antiretroviral therapy; ARV, antiretroviral; BID, twice daily; HTE, heavy treatment experience; INSTI, integrase strand transfer inhibitor; Cogmtlve |mpa|rment — 5.6%
Index was 6.5 (29) and one quarter of the PWH-HTE had A|DS_def|n|ng LOT, line of therapy; NNRTI, non-nucleoside reverse transcriptase inhibitor; NRTI, nucleoside reverse transcriptase inhibitors; PI, protease PTSD mm 3.4% Hallucinogen 0.1%
. . ’ . .. . . , i ; i .. . ; inhibitor; PWH-HTE, le with HIV who h h treat t ' :
conditions, with the most common being candidiasis and pneumonia * To identify and describe demographic and clinical characteristics of PWH-HTE using a m"or PP T T T e e Hepatitis B 3.4%
»  While only 6.2% of identified treatment-experienced PWH met one or more linked EHR-claims database and various HTE identification criteria Schizophrenia  jmm 3.2%
y . . . o . p . - . - Fi 1 PWH-HTE St d Att t Di P 0 (I) I0 I0 I0 I0 I0
HTE-defining criteria, identification of these individuals is important due to the igure 1. - udy Atirition viagram Schizoaffective disorder  mmm 2 5% 0% 5% 10% 15% 20%  25%  30%
clinical challenges associated with this subgroup, which may be exacerbated by N=308,088 Osteoporosis  mm 2.4% Individuals (%)
the hlgher dage and increased comorbidities faced by these individuals® Individuals in the Veradigm Network EHR linked with claims with 22 ART LOTs* Pregnancy or childbirth  jmm 1.8% Psychoactive substance use disorders were identified through ICD-10 diagnosis codes in claims and EHR.
o These HTE-deflnlng Criteria ShOUId be teSted in Other databases and Settings tO Tuberculosic L 059 EHR, electronic health record; PWH-HTE, people with HIV who have heavy treatment experience.
further validate their utility in observational research * In this retrospective, observational study, HTE individuals were identified from Total excluded: n=289,032 | s
the Veradigm Network EHR-linked claims database during the study period, Toxoplasmosis  # 0.57% | | | | | | | . Table 3. HIV-Related Clinical Characteristics
P| aln |_ ang U age S um mary Jgnuary 2015-December 2922 o - | racaveg T : Rggsﬁsdf?*?E _ [r—— o ot exoomtre ot 0% 5% 10% 15% 20% 25% 30% 35% 40% 45% All Eligible PWH-HTE (N=2911)
-_— » Firstly, HIV treatment-experienced individuals were identified based on claims for e for HTE (enfuvirtid, 'BID, doraviine, straviine, to.23 ART classes (among {iree core ART classes \Without primary hypertension. Individuals (%)
¢« A Sma” QFOUP Of PeOF)le W|th HIV have reCelved many HIV treatments that have >2 ART lines of therapy (LOTS) Criteria f?::,zr::::\i,?r)iI:,a:;:?tr:ra:,’,gr fnrgzr:t‘;iﬁcf)i;?lfg?r gTE:;’:;:nseTgu':ﬁg ;nae:,?cz:) and PlI) at any time duri:ng COPD, chronic obstructive pulmonary disease; CVD, cardiovascular disease; PTSD, post-traumatic stress disorder; PWH-HTE, people with HIV Baseline® FO||OW-Upa
stopped working for them . Out of these treatment-experienced individuals, PWH-HTE were then identified through 1 e clrstLoT(r76(s) [ and evicance ot vremt e S oo eany Tesment rperence HIV viral load, median (IQR), jes/mL" 24(1.5-4.0) | 1.9 (1.3-2.8
It is important to improve our understanding of how to identify these £ four HTE-defining crit p (Table 1), which were based torig f or HTE tg dic — viral load, median {I3R), log,, coples/m 4(1:5-2.0) 9 (1.3-25)
- v _ _ _ _ OT Tour -aetining criteria ( 1aple 1), wnich were basea on criteria rrom prior studies _ _ ¢
individuals, as their HIV is hard to treat and can lead to poor quality of life and expert opinion™7* I Table 2. PWH-HTE Baseline Demographics CDA4+ cell count, mean (SD), cells/mm 484.0 (369.5) 506.0 (363.3)
. . O reatment experiencea inaiviauals met 21 o e INCIUSION Criteria
: : : C e e . : : - ini iti d (>209 indivi 0
and more medical conditions - | » For inclusion in the analysis, individuals must have met =1 HTE-defining criteria and all of N All Eligible PWH-HTE (N=2911) AIDS-defining conditions® (22% of individuals), n (%)
 In this study, we tested four different sets of criteria to identify people with HIV the following eligibility criteria: e Total 729 (25.0) 756 (26.0)
with heavy treatment experience from a database of electronic health records | A di 52 (18—86 Candidiasis® 198 (6.8) 194 (6.7)
TR - P — Aged 218 years on the index date RS el HER R - ge, median (range), years ( ) P |
— Criterion 1: people who received medications for HIV that are used ged =icye _ _ | (n=15,964 luded n=e2 Age group at index date®, n (%) neumonia - 192 (6.6) 206 (7.1)
specifically for people with heavy treatment experience — HIV diagnosis at any time prior to/on the index date 18-29 years 164 (5.6) Herp_es simplex virus 60 (2.1) 59 (2.0)
. . ] . . . C t ” t . d I d h I . d t t . th EHR o Had an HIV diagnosis at any time Evcluded: n=1183 ] WaStlng SyndrOme due to HIV 58 (20) 53 (1 8)
— Ciriterion 2: people who received medications for HIV that suggest they have — Lontunuous enroliment In medical and pharmacy claims and activity in the Elgiilty prior tofon index date* (n=17,781) 30-39 years 364 (12.5)
heavy treatment experience, and also have detectable levels of HIV in their blood 26 months before and after the index date 40-49 years 642 (22.1) Adverse events', n (%)
— Criterion 3: people whose HIV infection does not respond to three or more of * For LOTs, antiretroviral (ARV) combinations were identified by a minimum overlap of Cg"t:]"““s e"';°!'me"tz|“ mt‘.’d.itca.' e 50-59 years 1103 (37.9) N_ausea 230 (7.9) 262 (9.0)
the main groups of HIV medications 45 days in prescription fills for each ARV the 'EHR.Zg my‘;“‘t“?(b‘if;’;:{‘;“" ftr 6069 years 952 (19.0) Diarrhea 221 (7.6) 256 (8.8)
— (Criterion 4: people who had received HIV medications from three of the main » Index date was defined as the most recent date on which one of the HTE-defining criteria o yeoars o5 {:/?In?iﬁre] ??7) (g'i) ?gg (g'g)
groups of HIV medications was met Male, n (%) 1852 (63.6) | oss of% it o (1 , ) 20 (1 p )
« Only a small number (6.2%) of treatment-experienced people with HIV in this . The basel . the 6 th period before the index dat Race, n (%) Lipodystrgghy 37 E1 '3; 49 21 ' 4;
database met at least one of the heavy treatment experience criteria © baseline period was the o-month Period betore the index date — White 908 (31.2) ' '
_ : - L S e The follow-u eriod was the variable (minimum 6-month eriod after (and includin the of these ndividuals met all eligibility criteria Black 1282 (44.0 ?alndex date was defined as the most recent date that one of the HTE-defining criteria was met. The baseline period is the 6-month period before the
The .balance Of S.eX, r_ace, and age N these_ IndI_VIduaIS was similar tO_ ind dat PP ( ) P ( g) These FT= navihes mer R elobTy e Asian 63 ((2 2) ) index date. The follow-up period is the variable (minimum 6-month) period after (and including) the index date. Baseline period: the value closest to,
preVIOUS StUdleS IN thIS pOpUIathn; people IN thIS StUdy were predomlnantly INnagex aate alder?;[ifiedq w:j[hin the sf[udy period .ofde\nuary OC], 2'01?ht0 _Dece;r?bterl 31,.202A2R;\r;VLir§_rlpi(a V\:jas .defitrr]]edg?)sdviral Iogd t>2t2 Iog?[10 fo;)iﬁs/rfg;rl_.??horatory Other 460 (15 8) IbutdbeforT the inldeb>|< daXe is r?p;)gtderg; ;onwl:llfrpEpﬁrié)(é [t)r:le \{It_allue clrc])sest to theI end ofI tfgle fOI,IAC\)I:NA-\lIJ[F; Sy;azri?d IS repo;ted. °A total gf 1?64dpt\3NH-leE had viral
. . . . : _ : : _ A result indicating viremia was required to occur during the immediately prior or during the ays prior to the start of the if the } oad result ' . A tot - + m te result ' @ -defini iti '
male, Black, aged 50-59 years, and usSing Medicaid This fO”OW Up period allows for assessment of the Ch_ange in PWH HTE clinical o HTE-indicative medication was observed during the first LOT). °Index date was defined as the most recent date on which one of the HTE-defining Unknown/not r rted 198 (6.8 ICD-10 giaZigz;:cozes o? gNOOMED codes founcej1 in claims o}tf thF; gl?(/:teror?;umsegi\::ae:lareceord. eCandidiZsl,ir:no?c 2:1); sli’:gr\]ljavgeir:ilugelrc]l;ehov?Z\e/er,ognly
_ MOSt Of these people were |dent|fled US|ng Crlterlon 4 CharaCtenSthS ShOrﬂy after they have met HTE Crlterla and have pOtentla”y reOpt|mlzed criteria was met. — ow oo epo © ( - ) candidiasis of the esophagus, bronchi, trachea, or lungs are considered AIDS-defining conditions. ‘Adverse events are not specified as treatment related.
o _ _ their medication reaimen ART, antiretroviral therapy; ARV, antiretroviral; BID, twice daily; EHR, electronic health record; HTE, heavy treatment experience; INSTI, integrase Ethnicity, n (%) PWH-HTE, people with HIV who have heavy treatment experience.
 These criteria need to be tested in other databases to confirm that they dlre 9 strand transfer inhibitor; LOT, line of therapy; NNRTI, non-nucleoside reverse transcriptase inhibitor; NRTI, nucleoside reverse transcriptase Hispanic 212 (7.3)
useful in identifying people with heavy treatment experience . Capture rates from the four HTE-defining criteria and findings from the descriptive inhibitors; P, protease inhibitor; PWH-HTE, people with HIV who have heavy freaiment experience. Non-Hispanic 2036 (69.9) Limitations
analyses were reported » Mean (SD) Charlson Comorbidity Index was 6.5 (2.9) Unknown 663 (22.8)
References: 1. Hsu RK, et al. BVC Infect Dis. 2023;13;23(1):91 2. Ogbuagu O, et al. Efficacy and safety of long-acting subcutaneous lenacapavir in e . . . Geographic region, n (%) - Limited resistance data may lead to missed identification and under-reporting of the
heavily treatment-experienced people with multi-drug resistant HIV: Week 104 results. ID Week, Boston, Massachusetts, US, October 11-15, 2023. — The most common comorbidities (21 0% of PWH'HTE) included: chronic DUImonary Northeast 673 (23.1) : :
fyi i -experi ents | inistrative clai - i i - —ROA- . A _EER- . - —E91- . . ' PWH-HTE population size
o ey e A e e o et 203 00 cisease (n-034; 23:8); Clapsles (N=55; 19.1%); renal disease (n=o21; 17.9%) Midwest 374 (12.8) popTETREE o |
17 5. Priest J, et al. Open Forum Infect Dis. 2021;6;8(12):0fab562. 6. Hsu RK, et al. Demographic & Clinical Characteristics of People in OPERA® mild liver disease' (n=400; 13.7%) South 1151 (39.5) — However, minimal impact is estimated as most individuals with resistance likely met
with HIV & Heavy Treatment Experience. ACTHIV, Phoenix, Arizona, May 4—6, 2023. 7. Bajema KL, et al. AIDS Lond Engl. 2020;15;34(14):2051-9. o i i _ ' ' /i 0 . iy : : _ : : ' i ' '
8. Panel on Antiretroviral Guidelines for Adults and Adolescents. Guidelines for the Use of Antiretroviral Agents in Adults and Adolescents with HIV. Among the 308’088 Ide_ntlf!ed HIV treatment oexperlence_d. deVIduaIS’ 1_9’056 (62 /0) * The most common clinical conditions in PWH-HTE included: primary hypertenSK)n West 673 (23'1) and were identified through the other StUdy criteria
Department of Health and Human Services. Available at https://clinicalinfo.hiv.gov/en/guidelines/adult-and-adolescent-arv. [Accessed March 2024]. met =1 HTE-deflnlng criterion, and 2911 (09 A)) were eligible for analysis, having met (n=1147 39 4%) hyperlipidemia (n=918 31 5%) and cardiovascular disease Other/unknown 40 (1.4) * Viral suppression results can vary over time and may not be uniformly collected regularly in
9. Spivack S, et al. Drugs Context. 2022;1;11:2021-9-1. 10. Quan H, et al. Am. J Epidemiol. 2011;173:676-82. il it A : - . S ’ y L . .
) kp'vacl d o tjv o Id S efaG_I ’”d . g e’”"’l e all eligibility criteria (Figure 1) (n=782; 26.9%) (Figure 2) Paé%ﬁ%‘;?;ig.‘/‘” 638 (21.9) the real world; the number of PWH-HTE with viral load data available in this study was low
cknowledgments: We would like to thank JeanPierre Coaquira of Gilead Sciences, Inc. for his support with data review and poster . _ : . £ _ L _ : _ _ , _ _
finalization. This study was funded by Gilead Sciences, Inc. Medical writing support was provided by Sophie Roberts of Ashfield Most PWH H_TE (97.6%) were @entlfleq bg§ed on exposure to three core ART c;lasses * Approximately one quarter (25.9%) of these individuals were reported as having a Medicaid 1667 (57.3) * It could not be fully confirmed in the EHR or claims data if regimen changes were due to
MedComms, an Inizio company, and funded by Gilead Sciences, Inc. (n(:jn-nuC|eOSIdehrte)V€rseéranSCl'lptase InthItOFS, |ntegrase strand transfer InthItOFS, psychoacnve substance use disorder (|dent|ﬁed through ICD-10 dlagnOS|s Codes) (Figure 3) Medicare 209 (1 03) Changes IN viral load
Disclosures: SS-M: Gilead Sciences, Inc. (advisor/consultant, grant/research support, honoraria); Janssen (advisor/consultant); and protease inhibitors; Criterion 4 . - ot - : : : . : : :
ViV (advisor/consultant); Theratechnologies (advisor/consultant). MB: employee and shareholder of Veradigm, which was paid fo conduct Dp BT o ) - . .y | I HIV-related clinical characteristics of the eligible HTE population are summarized in Table 3 Other/unknown 307 (10.5) This study focused on USA PWH only and results may vary in other countries
this study with and on behalf of Gilead. KC, RS: employees of Veradigm, which was paid to conduct this study with and on behalf of Gilead. — Data on resistance to classes (Criterion were available for onlv two individuals : : : : alndex dat defined as th t t dat hich f the HTE-defini iteri £ o ' ' ' it ' - NI it
DM, KP, JG, SN: employees and shareholders of Gilead Sciences, Inc. SG: Gilead Sciences, Inc. (advisor/consultant); _ ( ) Y o — Median HIV viral load at baseline was 2.4 Ic)g10 COpIeS/mL P?/VI?I)-(HTaEe, \;;v:ospleevI\:;teh I—?I?/ wicr)nr?zv;er?:gvy ?r:a?r:;tlgxpoer:riee(rzce.e S P twas not pOSSIble to confirm If.a” conditions included as AIDS deflmng conditions were
ViiV (advisor/consultant; grant/research support). « PWH-HTE were predOmlnantIy: male, Black, aged 50-59 years, and used Medicaid (Table 2) — After 6-months fO"OW-Up median HIV viral load was 1.9 Iog CopieS/mL related to HIV or due to other circumstances
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