FEASIBILITY OF IMPLEMENTING LONG-ACTING INJECTABLE ANTI-RETROVIRAL THERAPY TO TREAT HIV:
A SURVEY OF HEALTH PROVIDERS FROM THE 13 COUNTRIES PARTICIPATING IN THE ATLAS-2M TRIAL
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Abstract Results As shown in Figure 2, privacy was reported as a very important perceived patient Table 4. Multivariable Multinomial Model of Feasibility Scores for Q4W and

_ _ _ _ benefit of LA ART in most regions (~70%). There were differences based on region Q8W LA ART (N=266)

Introduction: Long-acting (LA) injectable antiretroviral therapy (ART), with As seen in Table 1, survey respondents came from five geographic regions, regarding other benefits: — —
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cabocgrar (CAB) and iphirine (RPV),was ound 0 be nonferir o daycra - ore han il were physiane, most b oxperence wih LAART fo prior + Lifetyl: mostmporiant b Europ (629 & atn America (100% e AR R

AR.T " P.hase.s ! ”a'? for eﬁ‘ugacy, with h'.gh patient acceptap ity tolerab|||_ty and administerin’g injectioﬂs 4 g . g * Convenience: most important benefit in North America; E. Asia, Africa (~90%)

satisfaction. Limited information on provider experiences with LAART exists, o o - _ * Food security: Not having to have to take food with pills most salient in Africa Mediumvslow| Hivslow | Mediumvslow| Hivslow

which is critical to inform real world implementation. Table 1. Characteristics of Participating Clinical Care Providers (N=293) bl OR 95% C OR 95% C OR 95% C OR 95% C

Figure 2. Benefits of Injectable LA ART Regimen: Frequency by Region Variable aOR 95% Cl| aOR 95% Cl| aOR 95% Cl | aOR 95% Cl

Methods: An online survey was sent to 449 health providers from the 13 Variable \ % ? J ? q YRy RES _

countries participating in the Phase 3b ATLAS-2M trial of the administration of Provider characteristics ] Region (ref: Europe)

CAB LA + RPV LA every 8 weeks (Q8W) compared to every 4 weeks (Q4W) Region © - North America | 2.6** 1.3’ 52 21 0.9’ 5.4 | 2.6*** 1.5’ 4.3 1.0 0.5’ 1.7

A total of 329 (73%) providers responded to the survey and 293 provided Europe 179 61.1 -

information on LA ART feasibility. Based on prior formative qualitative research, North America 63 239 Lo - Latin America | 0.4* 0.2,0.8| 04 0.0,40| 0.1 0.0,1.0/0.3"* 0.2,0.6

we de_veloped composite scores of _Ioglstlcal barrlers, clinical concerns and patient Asia/Pacific 18 6.1 S Asia/Pacific 06 03 15| 1.0 05 20| 03* 01 06|04 03 0.7

benefits related to LA ART. Multivariable regression was used to identify factors Africa 16 55 o~

related to the feasibility of LAART every month and two months in the context of L atin America 12 4'1 Africa 0.8 05,19 3.0 1.2,7.7|14.0%** 25 65|3.5*** 1.9, 6.3

routine care including the barriers, concerns and benefits scores, and geographic o ' ] o i

and provider variables. Role in clinic Role in clinic (ref: physician)

Physician 172 58.7 - &, No, & . "

Results: A majority of providers indicated that it would be very feasible (62.8%) Nurse/PA 79 24 6 %o %"'her/ca > Asia, e, g Nurse/PA 08 04151 06 03101057 0209) 057 03,08

or somewhat feasible (32.1%) to administer monthly LA ART in their clinics. Pharmacist 11 3.8 ‘e Res. 0.7 03,16| 04 02,10 03 0.1,1.1| 0.4* 0.2,0.8

Feasibility scores were higher for delivering LA ART every 2 months vs. every Research staff 38 13.0 Bl Lifestyle B convenience B Psychological/lemotiona staff/phar.

month (mean 28.3 vs. 26.9; p-value <0.001). In multivariable logistic regression, Prior trial involvement B rrivacy Reduced stigma I Reduced side effects _ o _ )

providers from Africa had significantly higher odds of perceived overall feasibility 1.2 clinical trials 155 559 Reduce drug/food interaction [l Easy management Contact with provider Prior trial involvement (ref: 1-2 trials)

of monthly LAART (aOR 2.9, 95% CI 1.9-4.4) compared to those from other 3+ clinical trial 138 47'1 _ o _ 3+ clinical 05 03,11] 11 05,23| 06 02,16| 08 04,16

regions, as did those reporting a greater number of LA ART patient benefits : C IEE rlias : Table 2. Provider Clinical Concerns With LA ART (Very/Somewhat Concerned): trials

(aOR 1.1, 95% CI 1.0-1.1) compared to those reporting fewer benefits. Providers Injection experience N Table 2 shows providers top _ _ _ .

reporting a greater number of barriers to patients returning to clinic appointments Yes 121 43.1 (293) % concerns about patient Bayriers, concerns and benefits scores (per unit change in scare)

had a significantly lower odds of perceived feasibility (QOR 0.8, 95% C1 0.7-1.0). No 160 269 Patients not returning to clinicon 224 79.7  Management al focused on Barriers score | 0.9 0.8,1.1| 0.7* 06,09| 09 0.7,1.0| 0.8% 0.7,0.9

- S : atients’ adhering to injection

Conclusions: Clinical and operational guidelines, provider training, human _ o _ _ time for Injection appointments gchedules: J ) concerns 0.9** 0.8,1.0 1.0 0.9,1.1 0.9 0.8,1.0| 0.9* 0.8,1.0

and material resources, and patient support systems are needed to optimize * Our primary outcome was overall feasibility of implementing monthly LAART. Risk of resistance for patientsnot 195 69.4 . . score

LA ART implementation. *  “Overall, how feasible would it be to facilitate administering monthly injections of adherent to injections * Pat'ents_ n_Ot retu_m'ng

CAB + RPV LA at your clinic?” Patients moving out of the area 182 648 to tht? clinic O_“t“metfo'f Benefits score | 1.1** 1.0, 1.1 [1.2** 1.1,1.3| 1.0+ 1.0,1.0[1.2** 1.1,1.3
*  This variable was dichotomized as: 1=very feasible, 0=somewhat/not very/not at . L . Injection appointments
Background all feasible. Patients switching to a different 154 54.8 (80%). #++2p<0.001; *=p<0.01; *=p<0.05
g *  62.8% of providers reported that monthly LA ART was very feasible prowder * Risk of resistance due Table 4 sh multivariable multinomial rear ion models for m ite f ibilit

* Inresponse to challenges to daily oral ART adherence and patient preferences, + 37.2% reported it was somewhat/not very/not at all feasible Drug interactions and 138 49.1 to non-adherence to sgorzs oSf 82’\7\/ azdl\gg\?v LeAAlleTI' omial regression models for composite teasibility
LAART is under study to treat HIV. * Secondary outcomes included composite measures of the feasibility of comorbidities (e.g. TB, HCV) injection schedule (69%). . Region: Both Afri N t.h Amer " ed sianificant

* CAB + RPV is one formulation of LA ART involving intramuscular injections implementing Q4W compared with Q8W LA ART. Taking a patient off CAB LA+ RPV 120 42.7 | ... ot hatients movin egion. Both Altican and North American providers reported signincantly

) - : . . L _ LA and switchina to oral ART P g greater odds of feasibility at Q4W and Q8W. East Asia/South Pacific and
delivered every 4 or every 8 weeks administered by trained health providers. * The mean level of feasibility was significantly higher for Q8W vs. Q4W 9 out of area was L ati : S o L
. . : atin America reported significantly lower feasibility of delivering LA ART.

* Phase 3 trials found Q8W and Q4W CAB + RPV to be non-inferior to daily oral (mean 28.3 vs. 26.9; p-value <0.001). The oral lead-in phase before 68 242 mentioned by more than g : : L : —

ART in terms of rates of viral suppression. * LA ART Feasibility score: Providers indicated how feasible (4-point Likert starting injections half (65%). LOglsFlcaé bf:_lrrzlefs Wlthfadh%r_?nce to clinic adppomtments were Slgmﬂcanfly .
Build _ itat k1 we developed " scale: very feasible, somewnhat feasible, not very feasible and not at all feasible) ?osisnoifigﬁg \;l)velattiel;:\sAolflTL:ZSFIQ TI ity at Q4W and Q8W, as were concerns relate

* Building on our prior qualitative work,” we developed a survey to assess the they consider Q4W and Q8W LA ART to implement in their clinics in terms of: . L : S '

i : - : : ' Table 3. Multivariable Logistic Model of Providers Considering Monthl
feasibility of LA ART among providers involved in the ATLAS-2M Phase 3 trial. LA ART “VL; rIVFeIasibIe” ?ril=£66) v 'aering y * Perceived patient benefits related to LA ART were significantly associated with

1. Space 4. Cold chain 7. Maintaining stock y feasibility at both Q4W and Q8W.
2. Personnel 5. Refrigeration 8. Logistics of patient Variable aOR 95% ClI
Methods 3. Clinic flow 6. Stocking space follow-up Region: (ref: Europe) '
Procedures The scores were categorized as follows for the purpose of regression analyses: North America 1.4 0.79, 2.30 Conclusions
: . : Lo<=24 Medium = 25-31 Hi = 32 Latin America 0.7 0.22, 2.27 o : _

* We conducted a cross-sectional survey of clinical care providers from Asia/Pacific 14 073 2.84 * Results suggest feasibility of successfully implementing LA ART
AITL.ASI'tZ.Ml to evaluate the feasibility of implementing LAART outside of Figure 1. Barriers to LA ART Appointment Adherence: Frequency by Region Africa 5 g 187 435 in clinical practice is relatively high based on reports of providers
clinical trials. : O0 T oyt irs i

o - articipating in LA ART trials.

* We developed composite scores to examine the role of perceived logistical < Role in clinic .(r('ef: phy§|C|an) i : p ’ : - : : . :

. L . : C Nurse/physician assistant 1.1 0.73, 1.55 * Logistical barriers and clinical concerns remain salient including:
barriers related to patients’ adherence to clinic appointments, clinical _ ., . .
management concerns and perceived patient benefits. © | Research staff/pharmacist 0.8 0.51, 1.29 concerns related to the patlent_s at_)ll_lty t_o adhere to_ c_llnlc

* The online anonymous survey was administered February to May 2019 using S Prior trial involvement (ref: 1-2 trials) SEpemE SETeLiiEs [ [EEEE I /2eems, ene elnie!

Qualtrics © and was sent to 449 eligible providers across the 13 countries .gﬁ | 3+_ clinical trials ' _ _1'6 0.76, 3.32 IMEMEGSME CeeEs:
participating in ATLAS-2M (Australia, Argentina, Canada, France, Germany, 2 Barriers, concerns and benefits scores (per unit change in score) * Despite potential challenges, provider perceptions of important
Italy, Mexico, Russia, South Africa, South Korea, Spain, Sweden and the USA). Barriers score 0.8** 0.70, 0.94 patient benefits of LA ART were significantly associated with a
Participants N Concerns score 1.0 0.95,1.09 greater likelihood of perceived feasibility, indicating that providers
1 *% g . - .
o _ N - _ N Beg%gis Scogem — 11 1.03,1.13 are motivated and responsive to both the clinical needs and

° . ***=n<0. : **=p<0.01; *=p<0. c o c
Ellglb!ehptr;)wde:[_rs r:acilto_ha\:ﬁ. 1t)_a|dm|r:j|/steged |nje-ct;t|0nds, 2)dprOV|ded Cci:llnlcal S . ] p p p psychosocial preferences and well-being of patients.
g:J/E_rzg Sa]%fa ients during the trial, and/or 3) monitored and manage Yope 0/1/74% . o, Table 3 shows geographic region, logistical barriers, adherence concerns and e Significant iation i ived feasibility of LA ART

) Y- eq “Ca patient benefits were significantly associated with feasibility of monthly LA ART. _ 'grl" 'Cant \{[_a”ab'on A percilye gaSI L' Y © q -

 Atotal of 329 of the 440 eligible providers initiated the survey (73% response « Redions: Providers from Africa had an incr f reporting O4W LA Impiementation by geograpnic region observea suggests tha
rate) and 293 provided information on the feasibility of LA ART in their clinics. Bl Travel work/oliday Time burden [l Travel burden Appointment # egions. OV'de.S D oa _ad an increased odds of reporting Q : strategies to introduce LA ART into routine care must be tailored

B Costburden B Vove out B nstabiity ART as “very feasible” (aOR 2.9; p<0.001) compared to European providers. 0 the needs of a diven aeoaraphic and clinic settin
Analysis _ T _ . . . L * Benefits: Providers reporting a greater number of benefits of LAART had a J geograp g
o . . . Figure 1 shows logistical barriers providers reported as impacting patient's significantly increased odds of overall feasibility of Q4W LA ART (aOR 1.1 per

* We used multivariable regression to assess factors associated with the adherence to clinical appointments to receive injections during trial: unit change in benefits score: p=0.003).
perceived feasibility of implementing LA ART, including logistic regression for * Almost 2/3 reported travelling (work or holiday), followed by almost half Barri Provid . ber of barri LAART had Acknowledgments: This stud funded by ViiV Healthcare. We would like to acknowledge the GSK and
binary outcomes and multinomial regression for categorical outcomes : : - ’ e * Barriers: Providers reporting a greater number of barriers to ad a conow Scgmen’s, s By fas Uncec by iy mearneare, 1e Wolle 1€ T acrnowesde e o=t an

: reporting travel burden (distance to clinic) and time burden (waiting times, T T ViV Healthcare staff members who assisted with the implementation of the study including the local medical
e Loaqisti dels utilized lized estimati ti GEE d t int t durati t the top loaistical barri to clini int t S|gn|f|qantly decreased_ odds of overall feasibility of Q4W LAART (aOR 0.8 liaisons and teams in each of the ATLAS-2M countries and Nicolas Van de Velde and Vasiliki Chounta from
0gis |ct :cno_ets UII |ze( gentera)l ize elst_lma I|:ng equ|? ion ( | )Iproce ures to agﬁom ment dura |on§, etc.) as the top logistical barriers to clinic appointmen per unit change in barriers score; p=0.007). ViV Healthcare, UK.
account for intraclass (country) correlation. For multinomial analyses we adherence among patients. :
adjusted for clustering relatedyto country by including country in i/he models °P " : - * Clinical concerns: While trending towards a negative influence on Q4W LA Reference: 1. Kerrgan et al, PLOS One. 2018:13:60190487.
' * Cost was reported as a significant burden in Africa. ART feasibility, concerns did not remain significant in multivariate analysis. Corresponding author: Deanna Kerrigan, PhD, MPH; dkerrigan@gwu.edu
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