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No past or chronic HBV infection

No or unsuccessful HBV vaccination



Do not forget to vaccinate 

against HBV

EACS Guidelines Version 12.0.1; Oct 2023



Immunogenicity and Safety of Hep B 

vaccine with a Toll-like Receptor 9 Agonist 

Adjuvant (HEPLISAV-B) in HBV Vaccine-

naive People with HIV

Marks M K et al. CID 2023 Apr 5:ciad201. 

Study design: Multicentric 

international open-label study

Inclusion criteria: vaccine-

naive; 18-70 y; ART; 

CD4>100/µl; 

HIV-RNA< 1000 copies/ml

Vaccine schedule: Heplisav

B at W0, W4, W24

Results: all 68 participants 

reached seroprotective titer 

after receiving 3 vaccine 

doses



HepB-CpG Vaccine Is Superior to HepB-

alum in People With HIV and Prior Vaccine 

Nonresponse: A5379

Marks K et al, CROI 2024;#209



Results: 

» Of the 561 eligible participants enrolled at 41 sites from 10 countries: 

64% were male, 42% Black, 35% White, 17% Asian, 22% Hispanic. Median 

age was 46 years (range 18-70), 56% enrolled in the US, 21% Africa, 17% 

Asia, 6% S. America. Median CD4 was 638 cells/mm3, 94% had HIV-1 RNA 

<40 copies/ mL, 29% BMI >30, and 13% diabetes. 96% completed all 

prescribed doses. 

Marks K et al, CROI 2024;#209
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Results:

Marks K et al, CROI 2024;#209
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HBV-free survival (MSM)
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Brinkman K et al. CROI 2013; O#33;

Heuft MM et al., AIDS 2014;28:999–1005 
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Acute HBV-infection after 

switch to LA 2DR therapy

Seite 11Pintado C, et al. Open Forum Infect Dis. 2020 Sep 25;7(9):ofaa367.



Safety and Tolerability Results of Oral 

Weekly ISL + LEN Over 24 Weeks

Seite 12
Colson AE, et al. CROI 2024, Oral 208
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serological patterns

» HBs-Ag positive

» Anti-HBc-positive

Seite 13

Chronic Hepatitis B



Treatment of HBV/HIV Coinfection

EACS guidelines version 12.0 2023
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N=243

Factors Associated With HBV Response to B/F/TAF Versus 
DTG + F/TDF at Week 96 in People With Both HIV and HBV1

15

aHIV-1 RNA ≥500 c/mL; HBV DNA ≥2000 IU/mL; sensitivity of HIV-1 to FTC and TFV; eGFRCG ≥50 mL/min

HBeAg, hepatitis B e antigen; PBO, placebo
1. Avihingsanon A, et al. CROI 2024, Poster 732; 2. NCT03547908. https://classic.clinicaltrials.gov/ct2/show/NCT03547908 (accessed March 23, 2024); 3. Avihingsanon A, et al. Lancet HIV. 2023;10:e640-52

ALLIANCE: Phase 3, randomized study (subgroup analysis)
HIV Treatment

Overall difference in proportion of participants with HBeAg loss: 

18.1% (95% CI: 5.2, 31.0); B/F/TAF: 38%; DTG + F/TDF: 20%1

Outcome

Treatment difference in the proportion of participants with HBeAg loss 

or seroconversion and ALT normalization at Week 96, by subgroup

Adults with both 
HIV-1 and HBV; 

no previous HIV-1/HBV 
treatmenta

PBO for DTG + F/TDF QD

B/F/TAF QD

PBO for B/F/TAF QD

DTG + F/TDF QD

n=121

n=122

HIV RNA Suppression and HBV DNA Suppression at Week 963

Treatment differences were comparable 

for HBeAg seroconversion

Primary endpoint:2

Week 48Week 0

Secondary endpoint:2
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P=0.64

B/F/TAF

DTG + F/TDF

Factors associated with significantly higher rates of HBeAg loss 

with B/F/TAF versus DTG + F/TDF at Week 961

Asian race Lower HIV-1 viral load (baseline HIV-

1 RNA ≤100,000 c/mL)

Younger age (<30 years) Higher CD4 levels (baseline CD4 

count 

≥200 cells/µL)

Higher study drug adherence 

(≥95%)

Asymptomatic HIV-1 at baseline

Lower HBV viral load (baseline 

HBV DNA <8 log10 IU/mL)

Lower HBV levels at Week 48 

(HBV DNA <29 IU/mL)

HBV genotype B/C Abnormal ALT levels at Week 12

Abnormal baseline ALT levels 

(>ULN)

No treatment-emergent Grade ≥3 

ALT elevations by Week 12

Consistent with the overall population, B/F/TAF was associated with significantly higher rates of HBeAg loss and seroconversion 

at Week 96 compared with DTG + F/TDF in multiple subgroups
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In Germany, B/F/TAF is 
only indicated for the 

treatment of HIV.
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aRed font indicates groups with a significant treatment difference

AASLD, American Association for the Study of Liver Diseases; HBeAg, hepatitis B e antigen; TE, treatment-emergent
Avihingsanon A, et al. CROI 2024, Poster 732

Treatment Difference in Proportion of Participants with HBeAg Loss 
at Week 96, by Subgroupa

B/F/TAF DTG + F/TDF

Difference in % 

(95% CI)

Overall 34/90 (38) 19/97 (20) 18.1 (5.2, 31.0)

Race
Asian 32/82 (39) 12/84 (14) 24.5 (11.3, 37.7)

Non-Asian 2/8 (25) 7/13 (54) -33.3 (-77.5, 10.9)

Age, years
≥30 18/49 (37) 13/54 (24) 12.7 (-5.3, 30.6)

<30 16/41 (39) 6/43 (14) 25.3 (6.3, 44.3)

Study drug adherence
≥95% 32/81 (40) 16/89 (18) 21.4 (8.0, 34.8)

<95% 2/9 (22) 3/7 (43) -21.3 (-76.3, 33.8)

Baseline HBV DNA, 

IU/mL

≥8 log10 19/56 (34) 14/65 (22) 12.4 (-3.5, 28.3)

<8 log10 15/34 (44) 5/32 (16) 28.5 (7.6, 49.4)

HBV genotype

A/D 9/18 (50) 8/30 (27) 24.2 (-4.6, 53.0)

B/C 23/63 (37) 8/59 (14) 22.5 (7.5, 37.4)

Other 1/5 (20) 1/2 (50) -30.0 (-100.0, 76.8)

Baseline ALT (AASLD)
>ULN 21/43 (49) 9/36 (25) 23.8 (2.6, 45.1)

≤ULN 13/47 (28) 10/61 (16) 10.7 (-5.3, 26.7)

Baseline HIV-1 RNA, 

c/mL

>100,000 11/24 (46) 8/28 (29) 17.6 (-9.8, 45.0)

≤100,000 23/66 (35) 11/69 (16) 18.8 (4.2, 33.4)

Baseline CD4, cells/µL
≥200 26/59 (44) 13/55 (24) 19.8 (2.8, 36.9)

<200 8/31 (26) 6/42 (14) 11.5 (-8.4, 31.3)

Baseline HIV-1 

disease status

Asymptomatic 24/62 (39) 13/62 (21) 16.8 (0.7, 33.0)

Symptomatic/AIDS 10/28 (36) 6/35 (17) 18.2 (-4.6, 41.0)

HBV DNA at 

Week 48, IU/mL

<29 IU/mL 29/46 (63)

5/44 (11)

11/30 (37) 27.4 (4.7, 50.0)

≥29 IU/mL 8/67 (12) -1.3 (-14.6, 12.0)

Normal ALT at Week 12 

(AASLD)

Yes 13/49 (27) 8/47 (17) 9.0 (-7.7, 25.7)

No 21/41 (51) 11/50 (22) 29.4 (9.8, 49.0)

TE Grade ≥3 ALT 

by Week 12

Yes 9/15 (60) 7/13 (54) 6.0 (-34.7, 46.7)

No 25/75 (33) 12/84 (14) 18.7 (5.5, 31.9)

-100 -75 -50 -25 0 25 50 75 100
Difference in Percentages (95% CI)

n/N (%)Favors 

B/F/TAF

Favors

DTG + F/TDF

ALLIANCE: Phase 3, randomized study (subgroup analysis)

In Germany, B/F/TAF is 
only indicated for the 

treatment of HIV.



Results: HBV SEROCONVERSION IN 

HBV/HIV

Patients with stage CDC C

(p≤0.001), lower CD4 gain

(p=0.043) and not receiving

TDF/FTC (p=0.008) were

less likely to lose HBsAg.

Van Bremen K et al., Liver International 2020 
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Past or occult HBV infection



HBV reactivation

EACS Guidelines version 12.0

Prior to ART simplification with a regimen without 

TDF/TAF, HBV status should be re-checked. In 

PLWH with isolated anti-HBc, relapse of HBV-DNA 

is possible, therefore transaminases and HBV-DNA 

should be checked regularly. PLWH with positive 

HBsAg should remain on TDF or TAF containing 

ART



HBV reactivation:rituximab

Seite 20



Low-level HBV Viremia After Switching to Long-Acting Injectable 
Cabotegravir/Rilpivirine in Patients with HIV + HBV core AB positivity and HBS-
Ag negativity

Welford E, et al. IDWeek 2022; Washington, DC; Oct. 19-23, 2022;  Abst. 1583.

149 = 
switched to LAI 
CAB/RPV

38 (25.5%) = 
HBcAb + and HBsAG -

3 (7.9%) = 
HBV viremia

HBV sAb: -

HBV core Ab: +

HBV sAg: -

HBV DNA: UD

DTG/ABC/3TC

CD4: 351 ouls/uL

HIV VL: UD

HBV 

DNA

101

IU/mL

HBV DNA: UD 

HBV sAg: -

HBV sAb: 115

mIU/L

HBV core Ab: +

HBV sAg: -

DRV/c + 

B/C/F/TAF

CD4: 432 ouls/uL

HIV VL: 110 

copies/mL

HBV DNA

<10,

detected

HBV DNA 14 IU/mL

HBV sAg: -

HBV DNA 

<10;detected

HBV sAg:-

HBV vaccination series (3) x2 

No HBV vaccination history available

Did not receive HBV vaccination

Oral lead
in 

initiated

1st

CAB/RPV
Injection

BIC/F/TAF

+ F/TAF BIC/F/TAF

Patient A

Patient B

Patient C

HBV sAb: 

6.5mIU/L

HBV core Ab: +

HBV sAg: -

HBV DNA: UD

RPV/F/TAF + 

DTG

CD4: 677 

ouls/uL

HIV VL: UD

HBV DNA

<10

detected

HBV DNA 95 IU/mL

HBV sAg: --
HBV DNA: UD

• Two of the patients were switched back to a TFV-containing three-drug 
regimen with subsequent suppression of HBV DNA levels. 

• The third patient opted to continue LAI CAB/RBV. Repeat HBV DNA levels 
were detected but remained low and the patient’s sAg remained negative. 

• All patients’ LFTs remained within normal limits. 



HBV reactivation during IRIS
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Use of Dual ARV Therapy in 

individuals with different HBV 

serological patterns

» Anti-HBs-positive

» Anti-HBc-negative
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Successful prior HBV vaccination



Use of Dual ARV Therapy in 

individuals with different HBV 

serological patterns

» Anti-HBs-positive

» Anti-HBc-negative
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• Dual therapy no problem at all

• check anti-HBs titer regularly and revaccinate where necessary



Summary
» Prior to ART simplification with a regimen without TDF/TAF, HBV status should be re-

checked.

» PLWH and HBV coinfection should receive tenofovir as part of their HIV therapy and not 

undergo simplification to 2DR therapy.

» PLWH undergoing rapid ART start and no HBV serology available at best should have 

tenofovir as one NRTI on board. 

» PLWH and negative HBV serology should receive HBV vaccination

» in persons with isolated anti-HBc antibodies there may be a risk of viral breakthrough or 

relapse of HBV in some circumstances. 

Seite 25



Thank 

you!!!
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