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Bictegravir/Emtricitabine/Tenofovir Alafenamide
(BIC/FTC/TAF) Single-Tablet Regimen
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[ Abstract] Objective To analyze the efficacy and safety of the three—in—one single—tablet regimen of
bictegravir/emtricitabine/tenofovir alafenamide( BIC/FTC/TAF) in AIDS patients. Methods Newly treated patients
who received a single tablet combination( BIC/FTC/TAF) between February 1, 2022 and June 1, 2022(the initial
treatment group) and those who underwent treatment( the treated group) were included. The virological,
immunological and biochemical indexes were statistically analyzed by means of prospective observational study.
Results 249 patients were included at baseline , with 220 in the treated group and 29 in the newly treated group.
At 48 weeks, the analysis showed that the virus suppression rate was 93.10% for the newly treated group and
98.55% for the treated group. Compared to the baseline, both groups showed increased CD4* T lymphocyte counts
and CD4*/CD8* T cell ratios after 48 weeks of treatment( P < 0.001). There were also significant increases in blood
triglycerides, total cholesterol, total bilirubin, and blood creatinine compared to the baseline( P < 0.05). Aspartate

aminotransferase and alanine aminotransferase decreased compared to the baseline, with all differences being
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statistically significant except for alanine aminotransferase in the newly treated group(P > 0.05). Additionally, the
estimated glomerular filiration rate based on blood creatinine improved in the newly treated group compared to the
baseline(P < 0.001), while there were no significant changes in the treated group. Conclusion BIC/FTC/TAF can

effectively inhibit virus replication, improve the immune function of patients, and has good safety. Bic /FTC/TAF

can be one of the preferred treatment options for some specific clinical populations.
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7 24 JH . 48 UG R EEAEANEIR, WK 1. 7 G
77 % (per—protocol, PP) /AT 45 SR /R : 1697 24
BF 40 6 419 7 0§ R R 93.10%, &R N
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BT EMH RN 93.10%, BT RME N
1/29(3.45%); 2836 20 9% #5 2= 0 ] 22 98.55%, 1R
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Tab.1 Baseline data of 249 patients treated with BIC/FTC/TAF single-tablet regimen [1n(%), M(P25, P75)]

E{EL7n WA (n=29) 3540 (n=220)
541
UiLis 24(82.8) 157(71.4)
Lk 5(17.2) 63(28.6)
B (%) 33(29, 44.5) 40.5(32, 50)
W5
N 15(51.7) 91(41.4)
[ 14(48.3) 99(45.0)
B SR 0 30(13.6)
G oy
SEMEPEALRE 25(86.2) 161(73.2)
[P 4(13.8) 47(21.3)
Ik 0 12(5.5)
AL HTARTIESFisf1a] (2) NA 49(2.1, 8.0)
R (Kg) 65(57, 70) 62(55, 70)
VL(copies/mL)
<100 0 148(67.27)
100 ~ 100000 6(20.7) 42(19.09)
100000 ~ 500000 4(13.8) 8(3.6)
> 500000 19(65.5) 22(10)
CD4* T (/L) 181(50.0, 342.0) 308(139.7, 509.0)
CD4'THIifl < 2004~/pL 16(55.2) 73(33.2)
LRI E
NNRTIs+2NRTIs NA 168(76.4)
INSTIs+2NRTIs NA 36(16.4)
PIs+2NRTIs NA 9(4.1)
NRTIs+INSTIs NA 7(3.2)
AkIBIT NA 138(62.7)
Al 51 NA 60(27.7)
Y EAEH NA 4(1.8)
—ZIRIT RN NA 1(0.5)
HAthy NA 16(7.3)

NNRTI: AR 2 S Sl NRTL: A% 28 R i SR B 1 770 INSTL: 284 FgH0 7005 Pls: 85 FBHMHIF; NA: To.
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Fig.1 Virological inhibition effect of BIC/FTC/TAF at 24 weeks and 48 weeks in the initial and treated group
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Fig. 2 Virological inhibition rates of BIC/FTC/TAF at 24 weeks and 48 weeks at different baseline levels in the initial and

treated group

324.00( 155.50, 526.50) ~/uL, 48 Ji i 380.00
(190.89, 650.72) MuL, CD4t/CD8* Ht {H %k £k
0.17(0.08, 0.37), %5 24 % 0.43(0.19, 0.56), 48
JABF 0.54(0.25, 0.72). ZiR4 (174 i) CD4 44 fifg
B 296.50(136.73, 488.75)NuL, % 24 &
455.50(308.00, 694.25)1/pL, 48 J&525.00(379.90,
698.25) I~ /uL, CD4*/CD8* Fb i i £k 0.35(0.17,
0.67), %524 J0.70(0.40, 1.00), 48 J&i}0.75(0.45,
0.92), 241 # % i Fl BIC/FTC/TAF G J7 24 J4 |
48 Ji J5 , CD4 4i s i+ %0f CD4T/CD8™ Lt 24144
LA LI T (P34 < 0.05), TLEE 2.

24 REMSH

TE 249 il 3 v, AT 236 1] 58 AR 24 ] |
48 G, HA WG4l 29 ), 2364 207 1),
R 13 R IR R T 0L R - 1 B A
T E 7% TDF+3TC+DTG; 1 BRI 22k
WO AT 5 1 BIARIGIT ARG R RBET 5 3 Al
R AH B AR 405 %88 AZT+3TC+DTG; 3 )
PRIAS N 22 5% D IR T B 4R S SR IR 9T 485 4 9K
ISR 4 728 K DTG+3TCo #I3A 20 £ 25 1 H- 3l
ZEE(TG) . I LEF(Ser), AAREEE(TC), &R
21K (TBIL) 32k LA T+ (P < 0.05), %Y

% 2 203 5 CDA*T ik E 4RI 2 R CD4+/CD8+T kB 4RAELL ELL & [(M(P25, PT5)]
Tab.2 Comparison of CD4" T-cell counts and CD4*/CD8 *T-cell ratio in 203 cases[ M(IQRS5) ]

" i ‘ CDA4+ TR L A i/ (~/uLl) \ CD4+/CD8*+ T4 L1
Jkek 24J% 484 L 24J7 48JH
WAL 29 181.00 324.00 380.00 0.17 0.43 0.54
(50.00, 342.00)  (155.50, 526.50)* (190.89, 650.72)*  (0.08, 0.37) (0.19, 0.56)* (0.25, 0.72)®
ZRM 174 296.50 455.50 525.00 0.35 0.70 0.75

(136.73, 488.75) (308.00, 694.25)* (379.90, 698.25)* (0.17, 0.67) (0.40, 1.00)* (0.45, 0.92)®

SR, P < 0.001; 51897248 LR, °P < 0.05; 5I6Y7 248 HLA, °P < 0.001,
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B /NERUE LR (eGFR) I T4 R IR B ILFE M (AST)
B RLER A A BT IR (P < 0.05), IfiLBE(GLU) AR
H R B IR B (ALT) B AR b 2 7 g T3 X
(P>0.05), &3R4 H% TC. TG M TBIL, Scr. GLU
AR T (P < 0.05), AST F1 ALT 48 5Lk
AR (P < 0.05), eGFR 354840 LA 21
e, HERLGIH2EE L (P>0.05), FE-EA

FEMAIE] , WA AR Y P AR AR AE Ry 2.00(-1.00,
9.00), 444K 3.00(0.00, 7.00), FA 514
(21.61%) B ZRE W, 163 61(69.07%) B &
I, 22 61(9.32%) B EKE IR Hpp)
HARERK =5% WEEA 114, HEK=10%
MEER OB, KRR ERK=5%MEES
110 ], 4K =10% RIBEH 65 6, W 3.

%3 2@EHBEMEA BIC/FTC/TAF FEMIERBE (M(P25, PT5)]
Tab.3 Changes of biochemical indexes of patients in to groups after BIC/FTC/TAF regimen [M(P25, P75)]

WA (n=29)

264 (n=207)

B2 48JH z P M2 48J# z P
UL G150, 37000 (1900, 3150) 202 006 TG0 600y (2100, 2000) 3242 0001
(UL) (1700, 3400 (1550, 33000 0889 0374 G700 410y (1700, 3300) 2150 0037
;Ffrillgl/L) (023, 1595 (00, 1675 201 00 (g0 1ss0)  (oso, 1730) 4516 00017
(mmolL) (333, 495)  (ha0. 552y 2174 0030 Lo o0 D) 6174 0001
(omolL) (104, 213 (27, 304 292 0008 (Poc hany (s, asny 2271 008
GmolL) (3350, 7650) (6200, 91000 3964 0002 (5700 w00y (s200, s300) 4658 0001
(mLmin) (11006, 127.60) (8426, 11227) ~+682 <0001 (G010 1306, (9455, 114.26) 0860 0390
I 5.54 5.32 5.28 5.37 *
(mmol/L) (507, 5.89) (as0, 552 27 010 (494, 565 (502, 587) 2090 003

'P<0.05;"P<0.001,
3 it

e TV ) 50 2 — 2R A 3 e SR i 2
Yy, HAEIE AR 2 UE W BE A% D s 4 i 7
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ifii, EHT BIC/FTC/TAF B R yR Y7 I 2 m i k=
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220 243 515K ) 93.10%( 27/29) ) F198.55%
(204/207), 557 1489, 1490, 1844 Fi1 18781316
1) 285 S DA R — S B S R A 5 L8 S R
KIXFREEFIEIR 5 A EBETAH 34 BE DR
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