Neuropsychiatric Outcomes in Adults with HIV and TB on Twice daily BIC/FTC/TAF 0951
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BACKGROUND RESULTS

Integrase strand transfer inhibitors (INSTIs), such as NeurOpsyChlatrlC AES were uncommon iIn + One event of severe anxiety and depression occurred two
dolutegravir and bictegravir, have known association with . days into treatment in the BIC arm, with full symptom
neuropsychiatric symptoms in people living with HIV. Due to the StUdy’ most were m Ild Of mOderate resolution after five days with no drug intervention or study

drug-drug Interactions during co-treatment with rifampicin- and similar pre and pOSt INSTI Initiation treatment discontinuation.

based TB treatment, the dose of the INSTI Is often doubled.

However, the neuropsychiatric outcomes during double dose : : CONCLUSIONS
bictegravir exposure has not been evaluated. B |C/FTC/TAF twice dally was NnNot In this study, double-dose bictegravir was associated with a
. . . . similar number of neuropsychiatric events as double-dose
METHODS aSSOCIated Wlth More neurOpSyChlatrIC dolutegravir, and none Inythe identified events required
o W lysis of the INSIGHT : ' T .’ . . . .
e conducted a secondary analysis o t_e | SIG stuo_ly even’[S than ’[WICE da”y dOIUtegraV|r 11 neuropsychiatry Interventions, treatment disruption or dose
(NCTO4734652) and assessed neuropsychiatric outcomes in ' - modifications. Neuropsychiatric events were similar pre and post
participants randomized to receive bictegravir, emtricitabine, PWH and TB On leam pICI N | > i i

. . . L INSTI Initiation.
tenofovir alafenamide (BIC arm) or dolutegravir, lamivudine, ,

tenofovir (DTG arm).
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» Bictegravir regimen or dolutegravir were dosed twice daily Table 1: Baseline and follow up Neuropsychiatric assessment per arm

during TB treatment and once dalily thereafter. Modified Intention-to-Treat

 Participants underwent regular follow-up, including N =120
neuropsychiatric assessments, at baseline and weeks 4, 8, Neuropsychiatric characteristic Baseline Follow up
12, 24, 32,40 and 48 (Table 1). Assessment Assessment
BICarm DTGarm, BICarm DTG arm
» Self-reported anxiety, depression and sleep were assessed N = 801 N = 421 N = 781 N = 421
using the General anxiety disorder screener (GAD-7),Patient Anxiety Categories
Health Questionnaire (PHQ-9 ) and a study modified Global None (score 0) 42 (53%) | 21 (50%) | 42 (54%) | 23 (55%)
0 0
Sleep Assessment Questionnaire (GSAQ ), respectively. Minimal (score 1-4) 36 (45%) | 20 (48%) 34 gg ) 16 g’g )
Mild (score 5-9) 2 (2%) 1 (2%) #1 (1%) 3 (7%)
RESULTS Moderate (score 10-14) 0 (0%) 0 (0%) 0 (0%) 0 (0%) —
. A total of 122 adults with HIV and TB were enrolled, 80 in Severe (score 2 19) 0 (0%) | 0 (0%) "1 (1%) 0 (0%) T
: Depression categories AUTHOR CONTACT
the BIC arm and 42 in the DTG arm. _ Depressioncategories H C |
None (score 0-4) 71 (89%) | 36 (86%) 69 (88%) 35 (83%) Dr Gillian Dorse, gillian.dorse@caprisa.org
* Median age was 35 years, 65% were male, and 60% had _ 7 (9%) 5 (12%)
haseline CD4 < 200 cells/ul Mild (score 5-9) 8 (10%) | 6 (14%) “ "y ACKNOWLEDGEMENTS
aseline CEIS/H. » . p > 5 CAPRISA 093 INSIGHT Study participants, the National Institutes of Health
* Mild anxiety and depression were observed in 1% and 9% of mogera:el(sgore 1O£14) 15-19) (1) E(l) Ojo; 8 Eg Of’; 1 8 O//O; (2) Eg Of’; & SA MRC (R0O1AI152142), Gilead Sciences and the CAPRISA Springfield
. oderately Severe (score 1o5- 0 0 * 0 0 - .
0 0 Clinical Research Site Team
iIndividuals on BIC, and 7% and 12% on DTG (Table 1). Severe (score 20-27) 0 (0%) 0 (0%) 0 (0%) 0 (0%)
° ' ' o) 0) ' '
Moderate depression was observed In 1% and 5% of BIC Sleep disruption mNaﬁonal nstitutes of Health C
and DTG groups, respectively. Sleep score 26 (Tool range 5-20) 49 (61%) | 30 (71%) 46 (59%) 31 (74%) Turning Discovery Into Health ° APRI S A
T Mean (SD) 7 (2) 7 (2) 7 (2) 7 (2) Cerme Fom T AIDS PROGRAMHE OF RESEARCH It S50 AFRIEA
e Most neuropsychiatric symptoms noted at follow up were _ GILEAD MRC
orto INSTI | >y P Median (IQR) 6(58) | 6(57) 6 (5.8) 6 (5,7) 9 < @S  KWAZULU-NATAL
1) -
present prior to Initiation. Range 516 514 516 512 VANDERBILT &7 UNIVERSITY me. i
» Self-reported sleep disruption was reported in 59% of !n(%),* Symptoms since baseline, *Same individual, o MEDICAL CENTER A YAKWAZULU-NATALI
BIC=Bictegravir, DTG=Dolutegravir, IQR=Interquartile Range, N=number, SD=Standard Deviation

individuals In the BIC arm and 74% In the DTG arm.
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