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Introduction 

•  Bictegravir,	a	novel,	potent	INSTI	with	a	high	barrier	to	resistance,	was	coformulated	with	
emtricitabine	and	tenofovir	alafenamide	into	a	single-tablet	regimen	(B/F/TAF)	and	is	approved	in	the	
US,	Europe,	Australia,	and	Canada	as	Biktarvy®	

•  Unboosted,	once	daily	dosing	without	regard	to	food	
•  B/F/TAF	has	shown	noninferiority	at	Week	48	to	current	standard-of-care	comparators,	with	no	
treatment-emergent	resistance,	and	was	well	tolerated	across	five	randomized,	phase	3	studies	in	
adults	living	with	HIV-1,	including	a	study	of	470	women1-5	

•  A	study	comparing	B/F/TAF	to	coformulated	dolutegravir	(DTG),	abacavir,	and	lamivudine,	showed	
noninferior	efficacy,	changes	in	bone	mineral	density	and	renal	markers	were	comparable	between	
arms,	and	there	were	no	cases	of	renal	tubulopathy	through	96	weeks6		
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1.  Sax	et	al.	Lancet	2017;390:2073-82.		 2.  Gallant	et	al.	Lancet	2017;390:2063-72.		
3.  Molina	et	al.	Lancet	HIV	2018;5:e357-65.		
4.  Daar	et	al.	Lancet	HIV	2018;5:e347-56.		
5.  Kityo	et	al.	CROI	2018;	March	3-7,	Boston,	abstr	#500.	
6.  Wohl	et	al.	Presented	at	IDWeek	2018;	October	3-7,	abstr	#74246.	



GS-US-380-1490 Study Design 

•  Phase	3,	randomized,	double-blind,	active-controlled	study		
•  Stratified	by	HIV-1	RNA,	CD4	cell	count,	geographic	region	(USA	vs	non-USA)	
•  North	America,	Europe,	Australia,	and	Latin	America	
•  Chronic	hepatitis	B	and/or	C	virus	(HBV/HCV)	infection	allowed	

•  Primary	endpoint:		proportion	with	HIV-1	RNA	<50	copies/mL	at	Week	48	
•  B/F/TAF	89.4%	vs	DTG	+	F/TAF	92.9%	with	HIV-1	RNA	<50	c/mL	(p=0.12)1	

•  Secondary	endpoint:		proportion	with	HIV-1	RNA	<50	copies/mL	at	Week	96	
•  Noninferiority	margin	of	12%	based	on	FDA	Snapshot	algorithm		

14 
ClinicalTrials.gov	NCT02607956.	c,	copies;	eGFRCG,	estimated	glomerular	filtration	rate	by	Cockcroft-Gault	equation.	
1.	Sax	et	al.	Lancet	2017;	390:2073-82.	

48 Week 0 144 

Treatment-Naïve	Adults	
§  HIV-1	RNA	≥500	c/mL		

§  eGFRCG	≥30	mL/min	

n=320	

n=325	

1°	Endpoint	

96 

DTG	+	F/TAF	Placebo	QD	

B/F/TAF	QD	

B/F/TAF	Placebo	QD	

DTG	+	F/TAF	QD	

1:1	

2º	Endpoint	



Participant Disposition From Baseline to Week 
96 

15 *	Lost	to	follow-up	(n=3),	withdrew	consent	(n=14),	investigator’s	discretion	(n=2),	AE	(n=1),	outside	of	visit	window	(n=2),	other	(n=3).	

Randomized,	n=657	

Screened,	n=742	 Screen	failures,	n=60	

Met	eligibility	criteria	but	
not	randomized,	n=25*	

B/F/TAF	
n=320	

DTG	+	F/TAF	
n=325	

Still	on	treatment	
n=272	

Still	on	treatment	
n=289	

Randomized	and	
not	treated,	n=7	

48 (15%) Reason for D/C, n 36 (11%) 
14 Patient decision 12 
14 Lost to follow-up 7 
6 AE 5 
6 Investigator discretion 2 
4 Pregnancy 3 
2 Death 3 
2 Protocol violation 1 
0 Noncompliance 3 
0 Lack of efficacy 0 

Randomized	and	treated	

Randomized	and	
not	treated,	n=5	



 
Virologic Outcome at Week 96 
Snapshot analysis 

•  At	Week	96,	B/F/TAF	was	noninferior	to	DTG	+	F/TAF	by	FDA	Snapshot	analysis	
•  Per	protocol	analysis: 	B/F/TAF	100%	vs	DTG	+	F/TAF	98%	

•  Mean	CD4	increase	from	baseline	at	Week	96:		
•  B/F/TAF	+237	cells/µL	vs	DTG	+	F/TAF	+281	cells/µL	(p=0.008)	
•  Mean	CD4	%	change 	B/F/TAF	11%	vs		DTG	+	F/TAF	11%	(p=0.37)	
•  Mean	absolute	CD4 	B/F/TAF	693	vs	DTG	+	F/TAF	733	(p=0.13)	
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Resistance Analysis Population through Week 
96 

17 

B/F/TAF 
n=320 

DTG + F/TAF 
n=325 

Resistance analysis population 7 6 

Emergent resistance 0 0 

§  No	participant	developed	treatment-emergent	resistance	through	Week	96	

§  Resistance	analysis	population	includes	any	participant	with	virologic	rebound	at	or	after	Week	8	
–  Confirmed	virologic	failure	without	resuppression		

§  Two	consecutive	HIV-1	RNA	tests	≥	50	c/mL	after	achieving	<	50	c/ml	and	HIV-1	RNA	≥	200	c/mL	at	the	confirmation	test	
or		

§  ≥1	log10	copies/mL	increase	in	HIV-1	RNA	from	nadir	
–  HIV-1	RNA	≥	200	c/mL	at	Week	96	or	last	visit	on	study	drug	(did	not	require	confirmation)	

§  The	second,	confirmatory	sample	was	sent	for	resistance	analysis,	unless	there	was	no	follow-up	sample	



17	 19	

4	 6	

16	 16	

5	 6	

0	

10	

20	

30	

40	

Fasting Lipid Changes at Week 96 

•  Similar	percentages	of	participants:	
•  Were	on	lipid-lowering	agents	at	baseline:	B/F/TAF	6.6%,	DTG	+	F/TAF	5.5%,	p=0.62	
•  Initiated	lipid-lowering	agents	during	the	study:	B/F/TAF	3.4%,	DTG/ABC/3TC	3.7%,	p=1.00	

P-values	were	from	the	2-sided	Wilcoxon	rank	sum	test	to	compare	the	2	treatment	groups.	

Baseline,	mg/dL	 156	 161	 98	 99	 43	 43	 97	 95	

Fasting	Lipid	Component	
Total Cholesterol 

p=0.51 
LDL Cholesterol 

p=0.24 
Triglycerides 

p=0.79 
HDL Cholesterol 

p=0.23 
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Conclusions   
•  Initial	HIV-1	therapy	with	B/F/TAF	was	noninferior	to	DTG	+	F/TAF	at	Week	96	by	Snapshot	algorithm	with	high	
rates	of	virologic	suppression	(HIV-1	RNA	<50	copies/mL)	

•  84%	B/F/TAF	vs	86%	DTG	+	F/TAF	
•  Sensitivity	analyses	confirmed	noninferiority	

•  Per-protocol:	100%	B/F/TAF	vs	98%	DTG	+	F/TAF	

•  No	treatment-emergent	resistance		

•  B/F/TAF	was	well	tolerated	
•  Few	AEs	leading	to	discontinuation	occurred	(6	vs	5	in	the	DTG	+	F/TAF	arm)		
•  More	treatment-related	AEs	were	reported	in	the	DTG	+	F/TAF	arm	(p=0.02)	

•  There	were	no	discontinuations	due	to	renal	AEs	and	no	cases	of	tubulopathy,	including	Fanconi	syndrome,	in	
either	treatment	group	

•  Changes	from	baseline	in	lipid	parameters	were	equivalent	

•  These	results	provide	further	evidence	of	longer-term	safety,	efficacy,	and	high	barrier	to	resistance	of	B/F/TAF	in	
people	living	with	HIV-1	

19 
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•  Fostemsavir (FTR) is a first-in-class attachment inhibitor prodrug1 
that is being specifically developed for HIV-1-infected, heavily treatment-
experienced (HTE) patients 

•  FTR has a unique resistance profile with no in vitro cross-resistance 
to other classes of ARVs2,3 

•  At	the	Week	24	interim	analysis	for	the	ongoing	Phase	3	BRIGHTE	study,	FTR	
demonstrated4	

•  Superior	efficacy	relative	to	placebo	(0.8	log10	c/mL	decrease	for	FTR	vs	0.2	log10	c/mL	for	
placebo;	treatment	difference	=	0.625,	P<0.0001)	after	8	days	of	functional	
monotherapy	(primary	endpoint)	

•  A	median	decrease	in	HIV-1	RNA	of	1	log10	c/mL	in	participants	with	baseline	HIV-1	RNA	
>1,000	c/mL	in	the	Randomised	Cohort	at	Day	8	

•  Virologic	suppression	(HIV-1	RNA	<40	c/mL)	in	53%	of	participants	in	the	Randomised	
Cohort	and	37%	in	the	Non-randomised	Cohort	(81%	of	whom	had	FTR	as	the	only	fully	
active	ARV)	at	Week	24	

•  A	mean	increase	in	CD4+	T	cell	count	by	90	cells/µL	from	baseline	at	Week	24	in	the	
Randomized	Cohort	

•  A	generally	well-tolerated	safety	profile	with	few	AEs	leading	to	discontinuation	

•  Here	we	present	Week	48	efficacy	and	safety	results	from	the	ongoing	
BRIGHTE	study	(formerly	205888/AI438-047)	

Overview of Fostemsavir 

Aberg	et	al.	HIV	Glasgow	2018;	Glasgow,	UK.	Oral	334A.	

	

	

AE,	adverse	event;	ARV,	antiretroviral.	

1.	Brown	et	al.	J	Pharm	Sci.	2013;102:1742-1751.	2.	Nowicka-Sans	et	al.	Antimicrob	Agents	Chemother.	2012;56:3498-3507.		
3.	Li	et	al.	Antimicrob	Agents	Chemother.	2013;57:4172-4180.	4.	Kozal	et	al.	Presented	at:	EACS	2017.	Oral	PS8/5.		

Conversion	of	fostemsavir	
to	temsavir1	

Temsavir  
(active moiety) 

Fostemsavir  
(prodrug) 

Alkaline 
phosphatase 

Gastrointestinal 
lumen 

Blood plasma 

Temsavir 



Study Design 

Randomised	Cohort	§:	
HTE	participants	failing	current	
regimen	with	confirmed	HIV-1	RNA	≥	
400	c/mL	and:	
•  1	or	2	ARV	classes	remaining	&	≥1	

fully	active	&	available	agent	per	
class	

•  Unable	to	construct	viable	
regimen	from	remaining	agents	

Day 1 

Blinded		
placebo	+		
failing		
regimen	

Blinded		
FTR	600	mg		
BID	+	failing		
regimen			Randomised		

3:1	

Day 8 – 
Primary 
Endpoint  

Non-randomised	Cohort	§:	
HTE	participants,	failing	current	
regimen	with	confirmed	HIV-1	RNA	≥	
400	c/mL	and:	
•  0	ARV	classes	remaining	and	no	

remaining	fully	active	approved	
agents‡	

Non-randomised	 Open	Label	FTR	600	mg	BID	+	OBT		

Day 1  
 

Week 24  Week 48 Week 96 
End of  
Study† 

Day 9 – 
Open Label 
 FTR + OBT   

Week 24*   Week 48*  Week 96* 
End of  
Study† 

Open	Label	FTR	600	mg	BID	+	OBT		

Aberg	et	al.	HIV	Glasgow	2018;	Glasgow,	UK.	Oral	334A.	

	

	

*Measured	from	the	start	of	open	label	FTR	600	mg	BID	+	OBT;	†The	study	is	expected	to	be	conducted	until	an	additional	option,		

rollover	study	or	marketing	approval,	is	in	place;	‡Use	of	investigational	agents	as	part	of	OBT	was	permitted;	§There	was	no	screening	TMR	IC50	criteria.		

BID,	twice-daily;	IC50,	half	maximal	inhibitory	concentration;	OBT,	optimised	background	therapy.	

BRIGHTE	is	an	ongoing	Phase	3	randomised,	placebo-controlled,	double	blind	trial	



 
Prior ARV Exposure and Initial 
OBT 

Aberg	et	al.	HIV	Glasgow	2018;	Glasgow,	UK.	Oral	334A.	

	

	

*15/19	received	investigational	ARV	Ibalizumab.		
INI,	integrase	inhibitor;	NRTI,	nucleoside	reverse	transcriptase	inhibitors;	NNRTI,	non-NRTI;	PI,	protease	inhibitor.		

Prior	Exposure	to	ARVs	 Fully	Active	and	Available	ARV	Agents	
in	Initial	OBT	
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•  Overall,	71%	(262/371)	of	participants	were	treated	for	HIV-1	infection	for>15	years,	85%	(316/371)	had	prior	experience	with	≥5	ARV	
regimens	(80%	and	96%	were	INSTI	and	PI	experienced,	respectively),	and	86%	(320/371)	had	a	history	of	AIDS	

•  In	the	Randomised	Cohort,	50%	(137/272)	and	43%	had	1	or	2	FAAs	in	their	initial	OBT,	respectively	
•  Of	the	99	Non-randomized	participants,	81	had	no	approved	FAAs	or	investigational	ARVs	in	their	initial	OBT	and		

15	had	investigational	ibalizumab	in	their	initial	OBT	



Study Disposition Through 
Week 48 

Aberg	et	al.	HIV	Glasgow	2018;	Glasgow,	UK.	Oral	334A.	

	

	

Screened	
N=731	

Randomised	Cohort	
N=272	

Screening	Failures	
N=360	

Ongoing	
n=215	(79%)	

Withdrawn*	
n=57†	(21%)	

Non-randomised	Cohort	
N=99	

Ongoing	
n=67	(68%)	

Withdrawn	
n=32‡	(32%)		

*6	participants	(FTR	n=5;	placebo	n=1)	discontinued	during	the	double-blind	period	of	the	study.	†Withdrawal	reasons	(n,	%):		AEs	(9,	3%),		lack	
of	efficacy	(12,	4%),	non-adherence	(11,	4%),	withdrawn	consent	(5,	2%),	lost	to	follow-up	(7,	3%),	no	longer	met	study	criteria	(3,	1%),	death	(8,	
3%),	pregnancy	(1,	<1%)	and	other	(1,	<1%).	§Withdrawal	reasons	(n,	%):	AEs	(5,	5%),	lack	of	efficacy	(6,	6%),	non-adherence	(5,	5%),	withdrawn	
consent	(1,	1%),	lost	to	follow-up	(1,	1%),	no	longer	met	study	criteria	(2,	2%)	and	death	(12,	12%).	

•  Through	Week	48,	57/272	(21%,	Randomised)	and	32/99	(32%,	Non-randomised)	participants	discontinued	
early;	six	participants	(FTR	n=5;	placebo	n=1)	discontinued	during	the	double-blind	period.	



At	Week	24,	53%	of	Randomised	participants	and	
37%	of	Non-randomised	participants	had	an		
HIV-1	RNA	<40	c/mL	
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Virologic Response at Week 48 (Snapshot Analysis)* 

Aberg	et	al.	HIV	Glasgow	2018;	Glasgow,	UK.	Oral	334A.	

	

	

*Change	in	OBT	for	efficacy	reasons	were	considered	virologic	failures	in	this	analysis.	

ART,	antiretroviral	therapy;	D/C,	discontinued.	

%
	o
f	P

ar
tic
ip
an

ts
	

N = 272 N = 99 



Mean Change in CD4+ T-cell Counts from  
Baseline through Week 48: Observed Analysis 

Aberg	et	al.	HIV	Glasgow	2018;	Glasgow,	UK.	Oral	334A.	

	

	

SD,	standard	deviation.	
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Week 48 Safety Summary * 

*All	safety	data	reflect	cumulative	results	collected	through	the	data	cutoff	date	of	4	March	2018.	All	treated	participants	had	the	
opportunity	to	complete	the	Week	72	study	assessment	prior	to	the	current	data	lock;	†The	majority	(15%)	of	SAEs	were	from	
the	infections/infestations	system	organ	class;	‡17/25 deaths were due to AIDS-related events, IRIS, or acute 
infection; estimated median CD4 T-cell count among participants who died was 7 cells/µL IRIS,	immune	reconstitution	
inflammatory	syndrome;	SAE, serious adverse event. 

Parameter,	n	(%) Randomised	Cohort	
(N=272) 

Non-randomised	Cohort	
(N=99) 

Total	
Treated	Participants	

(N=371) 

Any	Event 247	(91) 96	(97) 343	(92) 

Grade	2-4	related	Aes	 55 (20) 22 (22) 77 (21) 

			Grade	3-4	AEs	 70	(26)	 47	(47)	 117	(32)	

			AEs	leading	to	Discontinuation 14	(5) 13	(13) 27	(7) 

			SAEs† 85	(31) 44	(44) 129	(35) 

   Related SAEs 7 (3) 3 (3) 10 (3) 

			Deaths‡ 11	(4) 14	(14) 25	(7) 
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•  FTR	was	well	tolerated	through	Week	48	with	few	discontinuations	due	to	AEs	

•  92%	(343/371)	of	participants	had	≥1	AEs;	most	were	Grade	1	to	2	in	intensity	and	resolved	without	interruption	of	study	drug	

•  35%	of	participants	had	≥1	serious	AE	(SAE);	most	were	related	to	infections	

•  Compared	with	the	Randomised	Cohort,	the	Non-randomized	Cohort	experienced	higher	rates	of	SAEs	(31%	vs	44%),	Grade	3	to	4	AEs	(26%	
vs	47%)	and	deaths	(4%	vs	14%)	



Grade 2 to 4 Treatment-Related 
AEs* 
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*Grade	2–4	related	AEs	occurring	in	≥2%	of	participants	in	either	arm.		

Parameter,	n	(%)	 Randomised	Cohort	
(N=272) 

Non-randomised	Cohort	
(N=99) 

Total	
Treated	Participants	

(N=	371) 

Any	Event 55 (20) 22 (22) 77 (21) 

Nausea 10 (4) 5 (5) 15 (4) 

Diarrhea 7 (3) 3 (3) 10 (3) 

Headache 7 (3) 1 (1) 8 (2) 

Immune reconstitution 
inflammatory syndrome 5 (2) 1 (1) 6 (2) 

Vomiting 4 (1) 2 (2) 6 (2) 

Fatigue 3 (1) 2 (2) 5 (1) 

Asthenia 2 (<1) 2 (2) 4 (1) 

•  Consistent	with	the	results	from	Week	24,	the	most	common	Grade	2	to	4	treatment-related	AEs	were	
nausea	(4%),	diarrhea	(3%)	and	headache	(2%)	



•  Rates	of	virologic	suppression	were	maintained	from	Week	24	through	Week	48,	
despite	continued	attrition	in	this	active	trial	

•  There	were	continued,	clinically	meaningful,	improvements	in	CD4+	T-cell	count	
through	Week	48,	including	among	those	who	were	most	immune-compromised	at	
baseline	

•  FTR-containing	regimens	were	well	tolerated	through	Week	48	with	few	
discontinuations	due	to	AEs	

•  Majority	of	significant	safety	events	(Grade	3-4	AEs/SAEs/deaths)	were	related	to	
infections	or	progression	of	AIDS	and	occurred	in	participants	in	the	Non-randomised	
Cohort,	who	had	lower	baseline	CD4	counts	and	no	approved	FAAs	to	pair	with	FTR	
at	study	start	

•  Week	48	results	from	the	ongoing	BRIGHTE	study	support	further	development	of	
FTR	as	a	therapeutic	option	for	HIV-1-infected	HTE	participants	with	multi-drug	
resistance	and	few	remaining	active	therapies	

Conclusions 
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•  LA	injectable	suspensions	of	CAB	and	RPV	are	in	phase	III	
development	

•  LATTE-2	Week	48/96	data	supported	the	decision	to	evaluate	the	
Q4W	and	Q8W	CAB	LA	+	RPV	LA	IM	regimen	in	ongoing	phase	III	
studies1	

•  The	Week	160	analysis	evaluated	the	long-term	efficacy,	safety,	
and	tolerability	of	both	IM	dosing	regimens	

	

Introduction 

Margolis	et	al.	HIV	Glasgow;	Glasgow,	UK.	Poster	P118.	

CAB,	cabotegravir;	IM,	intramuscular;	LA,	long	acting;	Q4W,	every	4	wk;	Q8W,	every	8	wk;	RPV,	rilpivirine.		

1.	Margolis	et	al.	Lancet.	2017;390:1499-1510.	



• Phase	IIb,	multicenter,	parallel-group,	open-label	study	in		
ART-naive	HIV-infected	adults	

	

LATTE-2 Study Design 
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ART,	antiretroviral	therapy;	CAB,	cabotegravir;	EP,	extension	period;	IM,	intramuscular;	LA,	long	acting;	MP,	maintenance	period;	PO,	oral;	QD,	once	daily;	Q4W,	every	4	wk;	Q8W,	every	8	wk;	
RPV,	rilpivirine.		



•  309	patients	were	enrolled	(ITT-exposed):	91%	male,	20%	non-white,	and	19%	>100,000	c/mL	HIV-1	RNA.	286	
patients	were	randomized	into	the	MP;	258	completed	MP	with	252	entering	EP	

Snapshot Outcomes at Week 
160 

Margolis	et	al.	HIV	Glasgow;	Glasgow,	UK.	Poster	P118.	

aData	presented	for	the	randomized	Q8W/Q4W	IM	arms	are	inclusive	of	MP	and	EP.	Data	presented	for	the	optimized	Q8W/Q4W	IM	
arms	are	inclusive	of	on-treatment	events	occurring	from	the	first	date	of	first	injection	in	the	EP,	W100.		
b77	c/mL.	c>50	c/mL	at	W96	and	did	not	qualify	for	EP.	dAdded	in	EP:	CAD;	MI	(death);	motor	neuron	disease.	eRelocation;	entered	LTFU;	
burden	of	travel;	lost	to	FU.	fAdded	in	EP:	PD;	lost	to	FU;	WD	by	patient.	

Outcome at W160a 
Q8W IM 

n (%) 
Q4W IM 

n (%) 

Optimized 
Q8W IM 

n (%) 

Optimized 
Q4W IM 

n (%) 
Snapshot (ITT-ME) N=115 N=115 N=34 N=10 
HIV-1 RNA <50 c/mL  104 (90) 95 (83) 33 (97) 10 (100) 
HIV-1 RNA ≥50 c/mL 5 (4) 0 1 (3) 0 

Data in window not <50 c/mL 1 (<1)b 0 0 0 
DC for lack of efficacy 1 (<1) 0 1 (3) 0 
DC for other reason while not 
   <50 c/mL 

3 (3)c 0 0 0 

No virologic data in window 6 (5) 20 (17) 0 0 
W/D due to AE or death 1 (<1) 12 (10)d 0 0 
W/D due to other reasons 5 (4)e 8 (7)f 0 0 



•  Through	160	weeks,	there	were	2	PDVFs,	both	Q8W	
•  No	additional	PDVFs	occurred	after	Week	48	in	any	arm	
•  Resistance	data	were	previously	reported1	

	

Protocol-Defined Virologic 
Failure 

Margolis	et	al.	HIV	Glasgow;	Glasgow,	UK.	Poster	P118.	

PDVF,	protocol-defined	virologic	failure;	Q8W,	every	8	wk.		

1.	Margolis	et	al.	Lancet.	2017;390:1499-1510.	



	

	

Adverse Events Through Week 
160 
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aData	presented	for	the	randomized	Q8W/Q4W	IM	arms	are	inclusive	of	MP	and	EP.	Data	presented	for	the	optimized	Q8W/Q4W	IM	arms	are	inclusive	of	on-treatment	events	occurring	from	the	
first	date	of	first	injection	in	the	EP,	W100.	bMI	(possibly	drug-related,	fatal),	epilepsy	(fatal).	cAdded	in	EP:	Q8W:	Hep	C;	Q4W:	CAD,	MI,	motor	neuron	disease,	hypoesthesia/muscular	weakness/
fatigue;	Optimized	Q4W:	injection	site	pain.		

Week 160 Safetya 

Q8W IM 
N=115 
n (%) 

Q4W IM 
N=115 
n (%) 

Optimized 
Q8W IM 

N=34 
n (%) 

Optimized 
Q4W IM 

N=10 
n (%) 

Grade 3/4 AEs, excluding ISRs 24 (21) 29 (25) 0 1 (10) 
Drug-related grade 3/4 AEs,  
    excluding ISRs 

2 (2) 6 (5) 0 0 

Serious AEs 17 (15) 21 (18) 2 (6) 0 
Drug-related SAEs 0 1 (<1)b 0 0 
Fatal SAEs 0 2 (2)b 0 0 

AEs leading to withdrawalc 3 (3) 12 (10) 0 1 (10) 
Grade 3/4 hematology labs 4 (3) 2 (2) 0 0 
Grade 3/4 chemistry labs 28 (24) 38 (33) 3 (9) 1 (10) 
Select grade 3-4 laboratory abnormalities 

Creatine kinase (CK) 11 (10)	 13 (11) 1 (3) 0 
Alanine aminotransferase (ALT) 6 (5)	 5 (4) 0 0 
Lipase 8 (7)	 7 (6) 1 (3) 1 (10) 
Total neutrophils 3 (3)	 2 (2) 0 0 



•  In	the	randomized	Q8W/Q4W	IM	arms,	99%	of	ISR	events	were	
mild	(85%)	or	moderate	(14%),	and	87%	resolved	within	7	days	

•  2/230	(<1%)	had	an	ISR	that	led	to	discontinuation	(both	Q8W	
subjects)	through	Week	160	

•  No	randomized	IM	patient	had	an	ISR	that	led	to	discontinuation	
after	Week	48	

•  In	the	optimized	Q8W/Q4W	IM	arms,	98%	of	ISR	events	were	
mild	(81%)	or	moderate	(17%),	and	91%	resolved	within	7	days	

•  1/44	(2%)	had	an	ISR	that	led	to	discontinuation	(Q4W)	
	

Adverse Events Through Week 160 
(cont) 
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IM,	intramuscular;	ISR,	injection-site	reaction;	LA,	long	acting;	Q4W,	every	4	wk;	Q8W,	every	8	wk;	RPV,	rilpivirine.		



•  CAB	LA	+	RPV	LA,	dosed	Q8W	or	Q4W,	successfully	
maintained	HIV-1	viral	load	<50	c/mL	

•  The	Week	160	data	demonstrate	long-term	durability	and	tolerability	
of	both	dosing	options	

•  2	patients	on	LA	dosing	met	PDVF	criteria,	no	subjects	after	
Week	48	across	all	arms	

•  Good	injection	tolerability	was	demonstrated	over	time	
•  Majority	of	ISRs	were	grade	1/2	pain	with	a	median	duration	of	3	
days	

•  ~1%	of	patients	had	an	ISR	that	led	to	discontinuation	through	3	
years	of	dosing	

• Q8W	and	Q4W	dosing	are	both	under	evaluation	in	ongoing		
phase	III	studies	

	

Conclusions 
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