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Individuals with different HBV
serological patterns

» Anti-HBs-negative
» Anti-HBc-negative

No past or chronic HBV infection
No or unsuccessful HBV vaccination
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Do not forget to vaccinate universititbonn LJ(b el e
against HBV

Hepatitis B Virus (HBV) Shared risk with HIV of confracting Vaccinale if seronegative. Repeat doses until anti-HBs antibodies = 10 IL/L
infection. Untreated HIV accelerates /2 100 UL according to naticnal Guidelines. In order to reach = 100 ILVL
progression of liver disease in non-responders repaat 3 doses if anti-HBs < 10 LWL, 1 doss if ant-HBs

< 100 IU;" consider double dose (40 pg) or use more iIMMUNogenic
vaccines in particular with low CO4 count and high HIV VL. No benefit for
infradermal application. See page 127

Vaccination, see page 92

12. Persons lacking anti-HAY IgG antibodies or anti-HEs antibodies showkd be
offered vaccination for the respective vinus to prevent infection regardless of

their CDéd count. The response to the HEV vaccine is influsnced by the CD4
count and level of HWV-VL. In persons with low CO4 count (< 200 cellsful)
and ongoing HIVY replication, ART should be initizted first, prior to respective
vaccination. The use of the more immunogenic vaccine Heplisav B should be
evaluated where available. Heplisav B may be used for pimary immunizaton
to reach better responses. Because of the lack of mndomized data on the
impact of immunisation in isolated anti-HBc IgG positive persons (HEsAg
negative, anti-HEc positive and anti-HEs negative profile), vaccination should
be discussed on an individual level. However, if anti-HECc resulis are not
available, HBY vaccination is recommended in all HEs-Ag negative persons

. In persons vaccinated for HBV with insufficient response (anti-HBs < 10 ILIL), Version 12.0
re-vaccination should be considered. The use of the more immunogenic vac- October 2023
cine Heplisav B should be evaluated where available (of-label). Double-dose
{40 pg) at 34 time points {months 0, 1, 2 and 6) may help to improve re- English

sponse rates to the HBY vaccine. Persons who fail to serccomvert after HEV
vaccination and remain at risk for HEV should have annuwal serclogical tests
for evidence of HBY infection. TDOF based cART has been associated with o )
prevention of HBV infection in these persons and ART induding TDF or TAF EACS Guidelines Version 12.0.1; Oct 2023
is recommended




Immunogenicity and Safety of Hep B -'1 u b universitats
vaccine with a Toll-like Receptor 9 Agonist  universitatbonn < klinikumbonn
Adjuvant (HEPLISAV-B) in HBV Vaccine-
naive People with HIV

Study design: Multicentric
international open-label study

100

Inclusion criteria: vaccine-
naive; 18-70 y; ART;
CD4>100/ul;

HIV-RNA< 1000 copies/ml

80

60

40

Percentage of participants

Vaccine schedule: Heplisav
B at W0, W4, W24

20

0..
Results: all 68 participants o s wm e um o  on
reached Seroprotective titer Entry Week 4 Week 8 Week 12 Week 24 Week 28
.. . Study week
after receiving 3 vaccine y
d [Anll-HBS (mIU/mL) <5 (LLQ) 5-9 =% 10-99 WW 100-1000 W= >1000 (ULQ)I
oses

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



HepB-CpG Vaccine Is Superior to HepB- '-1 u b T —
alum in People With HIV and Prior Vaccine  niversitatbonn < klinikumbonn
Nonresponse: A5379

A5379 (BEeHIVe) Study Design

Phase lll, prospective, open-label, interventional, two group
study being conducted at US and non-US sites
Group B — No prior HBV vaccination (n=73)

* Participants receive HepB-CpG 3 doses at entry and at weeks 4 and 24.

Group A - Non-response to conventional vaccine (n=561)

* Participants randomized 1:1:1 to receive

at entry and week 4 (n=187)
* HepB-CpG 3 doses at entry and at weeks 4 and 24 (n=187)
* HepB-alum (Engerix®) 3 doses at entry and at weeks 4 and 24 (n=187).

* Group A stratified by sex at birth and diabetes
* Participants on study for 72 weeks

HepB-CpG administered IM as 0.5 mL dose (contains 20 mcg of HBsAg and
3000 mcg CpG 1018® adjuvant)

HepB-alum administered as 1.0 ml dose (contains 20 mcg of HBsAg)
Marks K et al, CROI 2024;#209

ACTG *



Results:
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» 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

Prlmary.SP:? A sensitivity analysis that included participants with
Proportion imputed results showed SPR:
99.4% (n=181), and 77.8% (n=180).

N=169
N=174

Primary SPR Endpoint
Seroprotection response (SPR) defined as anti-HBs 210 mIU/mL
at Week 28 in 3-dose arm and Week 12 in 2-dose arm

2-Dose HepB-CpG
m 3-Dose HepB-CpG
®m 3-Dose HepB-Alum

Seite 7
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Results: =Y U

Distribution of Anti-HBs titers*

HepB-alum (3-dose)
I !
165 80.6% 18% 3% 16%
I I
HepB-CpG (2-dose)
I, !
174 93.1% 22% 2%5%
I |
HepB-CpG (3-dose)
I
169 99.4% %
I
| I | | I I
N SPR%0 20 40 60 80 100 -
Percentage of participants —
|Anti-HBs titers (mIU/mL) == >1000 == 100-1000 - 10-99  5-9  <5| =
Estimates for percentages <1.5% are not shown in segment labels. E—
*Anti-HBs titers corresponding to the primary endpoint timepoint ACTG@E

Marks K et al, CROI 2024,;#209



Kaplan—Meier:

HBV-free survival (MSM)
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100 ~
‘_.\- \m——y log-rank
— P=0.004
(=]
S 80 - — ]
[
= P<0.001
—
2 60 A
()]
(]
S
N3
> 4
= 40
T
)]
=
H -
L; 20 No treatment
E === HBV-active treatment, no TDF
S == HBV-active treatment, with TDF Log-rank
O P <0.001
O 1 1 1 1 1 1 1
0 2000 . _ 4000
. . Observation Time (Days) 6000
Numbers in observation
No treatment 107 50 19 8
Treatment, no TDF 86 67 36 16
Treatment, with TDF 189 49 38 12

Brinkman K et al. CROI 2013; O#33;

Heuft MM et al., AIDS 2014;28:999-1005



".1 LJ( b universitats
universitatbonn klinikumbonn
&5 Wolters Kluwer

I S Articles ¥ Search Advanced

%) Login or Register = Subscribe to journal & Get new issue alerts

JOURNAL OF ACQUIRED IMMUNE DEFICIENCY SYNDROME Search

Articles & Issues % Collections For Authors % Journal Info v

< Previous Abstract  Next Abstract >

Advertisement
BRIEF REPORT

" Hepatitis B infection or reactivation

Cite . . -
after switch to two-drug antiretroviral

< . . v

e therapy: A case series, literature @‘Auluco
N review, and management discussion e won oo et s rd
Favorites Vasishta, Shilpa MD'?; Dieterich, Douglas MD? Mullen, Michael MD'; Aberg, or :;;:L:?;‘I:::Yellu::ca?d I the obgle Piay o ppre

Judith MD' ::S:::m should also be reported to GSK Limited

e on +44 (0) B00 221 441 or UKSafety@gsk.com.

Author Information® PM-GBL-DGR-WBAN-230001 May 2023

Permissions

JAIDS journal of Acquired Immune Deficiency Syndromes . R
():10.1097/QAI.0000000000003239, June 21, 2023. | DOI: Article Level Metrics
10.1097/QAI1.0000000000003239

Ll Metrics
BUY ) (PP ' [l Tweeted by 2

AbStI'aCt View full article metrics including social shares, article
views and publishing history Seite 10



Acute HBV-infection after
switch to LA 2DR therapy
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Open Forum Infectious Diseases

Acute Hepatitis B Infection After a
Switch to Long-Acting Cabotegravir
and Rilpivirine

Claire Pintado,' Constance Delaugerre,? and Jean-Michel Molina'

'Department of Infectious Diseases, Saint-Louis Hospital, University of Paris Diderot, Paris,
France, ‘Department of Virology, Saint-Louis Hospital, University of Paris Diderot, Paris, France

Maintenance antiretroviral therapy with combination of two in-
jectable long-acting drugs, cabotegravir and rilpivirine, is a new
strategy addressing the challenges of daily adherence to oral pills
that has shown non-inferior efficacy to standard of care therapy
in patients with suppressed HIV-infection. Patients co-infected
with hepatitis B virus (HBV) are not eligible for this dual therapy
since it has no activity against HBV, but this strategy should also be
restricted to patients with anti-HBs antibodies since people with
HIV are still at risk of HBV acquisition due to high risk behavior
and since HBV vaccination does not always elicit anti-HBs anti-
bodies, as highlighted in the case report below.

Keywords: Acute hepatitis B; Long-acting antiretroviral
HIV; cabotegravir; rilpivirine; HBV vaccination

Maintenance antiretroviral therapy (ART) with injectable
long-acting (LA) drugs is a new strategy that addresses the
challenges of daily adherence to oral pills that have shown

naninfarine affiracuta ctandard_af_rara tharany in natiante uwith

Pintado C, et al. Open Forum Infect Dis. 2020 Sep 25;7(9):0faa367.

LIDSA [N

Infectious Diseases Society of America hlv medicine association

individuals at higher risk of HBV infection who either have not
completed a full HBV vaccination series or lack serologic evi-
dence of immunity [4, 5].

A 31-year-old man who has sex with men was diagnosed
with HIV-1 infection in November 2016 and was enrolled in
the FLAIR study—an HIV clinical trial—and started induc-
tion ART in February 2017 with dolutegravir, lamivudine,
and abacavir. Laboratory tests obtained at the screening visit
showed no markers of prior HBV infection (negative HBs an-
tigen, negative HBs antibodies, and negative hepatitis B core
[HBc] antibodies) and no history of HBV vaccination. Human
immunodeficiency virus-1 plasma viral load became undetect-
able 2 months after induction therapy. In September 2017, this
patient was randomized to receive LA therapy with cabotegravir
and rilpivirine and was started on 4 weeks of an oral lead with
cabotegravir and rilpivirine before monthly LA injections of
cabotegravir and rilpivirine.

He received 3 intramuscular injections of HBV vaccine in
July 2017, August 2017, and April 2018 combined with hepa-
titis A virus vaccination. He was treated for multiple sexually
transmitted infections between December 2016 and April 2018:
syphilis, urethral and anal chlamydia, and shigellosis.

In June 2018, at a monthly follow-up visit, increased aspar-
tate aminotransferase (78 TU/L) and alanine aminotransferase
(ALT) levels (162 TU/L) were documented for the first time in

Seite 11



Safety and Tolerability Results of Oral -'1 —
Weekly ISL + LEN Over 24 Weeks universitdtbonn LJ(b kliikurribonn

Grade 3/4 Laboratory Abnormalities
Participants with laboratory abnormalities, n (%)

Grade 3 5 (9.6) 4 (7.8)
Increased ALT 1 (1:9) (o)
Increased creatinine 1(1.9) 0
Decreased creatinine clearance 2(3.8) 2 (3.9)
Fasting hyperglycemia 0 1(2.6)
Non-fasting hyperglycemia 1(2:5) 2 (4.9)
Hyperkalemia 1{1:9) 0
Glycosuria 1 (19) 2(3.9)

Grade 4 1(1.9) 0
Increased creatine kinase 1(19) 0

No Grade 3 and 4 laboratory abnormalities were clinically significant,

except ALT elevation seen in a participant with acute hepatitis B

sDenominator in % calculation is the total participants in each group with a postbaseline value for the given measurement type.
ALT, alanine transaminase; B/F/TAF, bictegravirfemtricitabine/tenofovir alafenamide; ISL. islatravir; LEN. lenacapavir

Colson AE, et al. CROI 2024, Oral 208 .
Seite 12
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individual with different HBV
serological patterns

» HBs-Ag positive
» Anti-HBc-positive

Chronic Hepatitis B
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Treatment of HBV/HIV Coinfection

Treatment indication

1. All persons with HBV/HIV co-infection should receive ART that includes
TDF or TAF unless history of tenofovir intolerance

2. Stopping anti-HBV active ART should be avoided in persons with HIV/
HBV co-infection because of the high risk of severe hepatitis flares and Version 12.0
decompensation following HBV reactivation hepatitis October 2023

English

EACS guidelines version 12.0 2023



ALLIANCE: Phase 3, randomized study (subgroup analysis)
Factors Associated With HBV Response to B/F/TAF Versus
DTG + F/TDF at Week 96 in People With Both HIV and HBV1

HIV Treatment

In Germany, B/F/TAF is
only indicated for the
treatment of HIV.

A

N=243

Participants, %

N
o

090

100

(0]
o

(o2}
o

I
o

o

Outcome

Primary endpoint:2 Secondary endpoint:2

Adults with both W0 Wz WeeKi99
HIV-1 and HBV; 1o
no previous HIV-1/HBV PBO for DTG + F/TDF QD
treatment?
n=122 PBO for B/F/ITAF QD
HIV RNA Suppression and HBV DNA Suppression at Week 96° i
A-0.3
M B/FITAF A26
0, ..
©5% é’l‘ogf* &3 M DTG + F/TDF (95%Cl: -8.3,13.4)
— P=0.64
104/119 107/122 89/119
(87%) (88%) 80 - (75%)8?7’(1)§/§)
X
g 60 -
c
S
5 40 1
a
oy o 20 A
0,
SR

HIV-1 RNA <50 HIV-1 RNA >/50
c/mL

HIV-1 RNA 250 c/mL

HBV DNA <29
IU/mL

HBV DNA >/29

Treatment difference in the proportion of participants with HBeAg loss
or seroconversion and ALT normalization at Week 96, by subgroup

Overall difference in proportion of participants with HBeAg loss:
18.1% (95% CI: 5.2, 31.0); B/FITAF: 38%; DTG + F/TDF: 20%?

Asian race

Younger age (<30 years)

Higher study drug adherence
(295%)

Lower HBV viral load (baseline
HBV DNA <8 log,, IU/mL)
HBYV genotype B/C

Abnormal baseline ALT levels
(>ULN)

Lower HIV-1 viral load (baseline HIV-
1 RNA <100,000 c/mL)

Higher CD4 levels (baseline CD4
count
=200 cells/pL)

Asymptomatic HIV-1 at baseline

Lower HBV levels at Week 48
(HBV DNA <29 1U/mL)

Abnormal ALT levels at Week 12

No treatment-emergent Grade 23
ALT elevations by Week 12

HBV DNA 229 [U/mL

Treatment differences were comparable
for HBeAg seroconversion

Consistent with the overall population, B/F/ITAF was associated with significantly higher rates of HBeAg loss and seroconversion
at Week 96 compared with DTG + F/TDF in multiple subgroups
aHIV-1 RNA 2500 c/mL; HBV DNA 22000 IU/mL; sensitivity of HIV-1 to FTC and TFV; eGFRcg 250 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 15

External Use - Do Not Distribute



ALLIANCE: Phase 3, randomized study (subgroup analysis)

Treatment Difference in Proportion of Participants with HBeAg Loss

at Week 96, by Subgroup?

In Germany, B/F/TAF is

only indicated for the
treatment of HIV.

A

Overall

Race
Age, years

Study drug adherence

Baseline HBV DNA,
IU/mL

HBV genotype

Baseline ALT (AASLD)

Baseline HIV-1 RNA,
c/mL

Baseline CD4, cells/pL

Baseline HIV-1

disease status

HBV DNA at

Week 48, IU/mL

Normal ALT at Week 12
(AASLD)

TE Grade 23 ALT

by Week 12

Favors Favors
__ DTG + F/TDF BIFITAF
1 *
1
Asian e
Non-Asian C = —
>30 —i—
<30 | —l—
295% ! ——
<95% L . : J
28 l0g;, —i—
<8109, | ——
AID ——
B/C ) ! —i—
Other ! = |
>ULN ——
<ULN —l—
—{—
>100,000 ' —
<100,000 | =
2200 ! -
<200 ! -—
Asymptomatic — .
Symptomatic/AIDS 'y - .
<29 IU/mL ——
Yes | eff—
No ' - '
Yes ' =
NO T T T T T

-100 -75

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

External Use - Do Not Distribute

Di_f?é(r)enc_g% Perocentazggs (9?0% Cl)

75 100

BIFITAF
34/90 (38)
32/82 (39)

2/8 (25)
18/49 (37)
16/41 (39)
32/81 (40)

2/9 (22)
19/56 (34)
15/34 (44)
9/18 (50)
23/63 (37)

1/5 (20)
21/43 (49)
13/47 (28)
11/24 (46)
23/66 (35)
26/59 (44)
8/31 (26)
24/62 (39)
10/28 (36)
29/46 (63)
5/44 (11)
13/49 (27)
21/41 (51)
9/15 (60)
25/75 (33)

niN (%)

DTG + F/TDF

19/97 (20)
12/84 (14)
7/13 (54)
13/54 (24)
6/43 (14)
16/89 (18)
317 (43)
14/65 (22)
5/32 (16)
8/30 (27)
8/59 (14)
1/2 (50)
9/36 (25)
10/61 (16)
8/28 (29)
11/69 (16)
13/55 (24)
6/42 (14)
13/62 (21)
6/35 (17)
11/30 (37)
8/67 (12)
8/47 (17)
11/50 (22)
7/13 (54)
12/84 (14)

Difference in %
(95% ClI)
18.1 (5.2, 31.0)
245 (11.3, 37.7)
-33.3 (-77.5, 10.9)
12.7 (-5.3, 30.6)
25.3 (6.3, 44.3)
21.4 (8.0, 34.8)
-21.3 (-76.3, 33.8)
12.4 (-3.5, 28.3)
28.5 (7.6, 49.4)
24.2 (-4.6, 53.0)
22.5 (7.5, 37.4)
-30.0 (-100.0, 76.8)
23.8 (2.6, 45.1)
10.7 (-5.3, 26.7)
17.6 (-9.8, 45.0)
18.8 (4.2, 33.4)
19.8 (2.8, 36.9)
11.5(-8.4, 31.3)
16.8 (0.7, 33.0)
18.2 (-4.6, 41.0)
27.4 (4.7, 50.0)
-1.3 (-14.6, 12.0)
9.0 (-7.7, 25.7)
29.4 (9.8, 49.0)
6.0 (-34.7, 46.7)
18.7 (5.5, 31.9)

-
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Table 2. Follow-up characteristics

n=359
Median follow-up [years] (IQR) 11 (10-12)
Median CD4 T cell gain [/ul] (IQR) 188 (130-229)
Median time to HBsAg loss [months] (IQR) 41 (33-60)
Figure 3. HBsAg loss (absolute)

400

350 359 Patients with stage CDC C

300

. 293 (p<0.001), lower CD4 gain

200 o (p=0.043) and not receiving

A =18.4% _

1s0 TDF/FTC (p=0.008) were

e less likely to lose HBSAg.

50

1]
Baseline Month 41 (median)

Van Bremen K et al., Liver International 2020
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Individuals with different HBV
serological patterns

» Anti-HBs-negative
» Anti-HBc-positive

Past or occult HBV infection
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HBYV reactivation

HBV reactivation

11. In HBs-Ag negative, anti-HBc positive persons undergoing immunosup-

pression:

Those treated with severe immunosuppressive therapy (chemother-
apy for lymphoma/leukaemia or stem-cell or solid-organ transplan-
tation) should receive TDF/TAF therapy to prevent HBV reactivation.
For persons with other markers of possible HBV exposure including
isolated anti-HBs positivity (without a history of vaccination) careful
monitoring for HEV reactivation is required

In persons treated with B-cell-depleting agents (rituximab, ofatumum-
ab, natalizumab, alemtuzumab, ibritumomab) TDF/TAF should be
part of the ART. If TDF/TAF is contraindicated, second line options
include ETV, 3TC and FTC. However, cases of reactivation due to
3TC resistance have been described

In those not treated with HBV-active ART who receive other immu-
nosuppressive therapy (e.g. TNF-alpha inhibitor), careful monitoring
with HBV-DNA and HBsAg is required for HBV reactivation. If this is
not possible, addition of TDF/TAF is recommended

Quantitative HBsAg < 1000 IL/mL predicts HBsAg loss

EACS Guidelines version 12.0

universitats
klinikumbonn

universitétbnnnl LI( b

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
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M) Check for updates

HBYV reactivation:rituximab

Review Article

Optimizing treatment of HIV-associated lymphoma

Anela Noy

Depirtment of Medicine, Memorsl Slosn Ketteing Cances Center, New York, NY.

Cancer is the leading cause of death for HIV-infected
persons in economically developed countries, even in

for HiV-infected patients and have increased incidence
treated ART.
interruptions of ART can lead to CD4 cell nadirs and HIV
viremia, and increase the risk of lymphoma. The treat-
ment of lymphoma is now similar for HIV-infected pa-

tients and

and Wesl Come® Medical College. New Yok, NY

viruses. These differences might be exploited in the
future to inform therapies. The relative incidences
of lymphoma subtypes also differ in the HIV-infected
population, and the propensity to advanced stage, ag-
aad 7 .

higher.

Other unique aspects include the need to avoid po-
Sons between A 5

RT and

agents, and the need for HIV-specific supportive care,
such as infection prophylaxis. Despite these specific

control can withstand intensive therapies appropriate to
the lymphoma, including autologous and even allogeneic

ence of HIV, in addition to coinfection with oncogenic

for cancer treatment in the setting of HIV
infection, the care of these patients has progressed
sufficiently that recent guidelines from the American
Society of Clinical Oncology advocate the inclusion
of HiV-infected patients alongside HIV- patients in
cancer clinical trials when appropriate. (Blood. 2019;
134(17):1385-1394)

LY m Py e pindean i Wy poymoy

HIV-infected patients have an increased prevalence of viral hepatitis B. Screening for hepatitis B is
particularly important prior to treatment with rituximab-containing regimens. Rituximab can lead to
reactivation of latent hepatitis B virus or exacerbation of low-level infection, both leading to fulminant
hepatic failure. Patients who screen positive for hepatitis B must be on antiviral therapy for hepatitis B, often
accomplished with drugs that overlap with anti-HIV therapy. Care should be taken to avoid hepatitis B
prophylaxis without highly active antiretroviral therapy to avoid ocoutgrowth of resistant HIV strains. Typically,

anti—hepatitis B therapy is continued for at least a yvear after rituximab exposure.19®

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

149 =
switched to LAI
CAB/RPV

38 (25.5%) =

N

HBcAb + and HBSAG -

3 (7.9%) =

HBV viremia

¥

* 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.

u u = BIC/FITAF
[FBV SAD: RPVIFITAF +

) 6.5mIU/L DTG HBV DNA
Patient A HBV core Ab: +  CD4: 677 <10 HBV DNA 95 JU/mL HBV DNA: UD

HBV sAg: - ouls/uL detected HBV sAg: -

HBY DNA: HD HIV VL HD

u +F/TAF ™ BIC/F/TAF

HBV sAb; - HBV
HBV core Ab: + g;‘jf’;glc{ﬂsul_ DNA  HBV DNA: UD
HBV sAg: - N 101 HBV sAg: -

HBVDNA:UD IV VLIUD 10/mL

No HBV vaccination nistory avai
DRV/c +

HBV sAb; 115
) BICIFITAF HBV DNA HBV DNA
Patient C ng/”;ore b+ CD4 432 oulsiuL < HBVH%"\‘/AS}_\“_“_”“‘L <10;detected
ADE v VL 110 g: HBV sAg:-
HBV sAg: - !
copies/mL

Patient B

Oral lead

st
CAB/RPV

Welford E, et al. IDWeek 2022; Washington, DC; Oct. 19-23, 2022; Abst. 1583. initiated Injection
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HBV reactivation during IRIS

@ Check for updates
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Case report: An occult hepatitis
B virus infection reactivation in
an HIV/HCV coinfected patient
during an immune reconstitution
inflammatory syndrome
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Francesco Castelli” and Eugenia Quiros-Roldan™
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The natural history of occult hepatitis B virus infection (OBI) and the mechanism
involved in HBV reactivation are only partially understood. As regards people
living with HIV (PLWH), HBV reactivation is estimated to occur with an incidence
ratio of 0.019 cases per 100 person-year. Here we report the case of OBI
reactivation in a HIV/HCV co-infected patient followed for 25 years at our
Infectious Diseases Unit, but, unfortunately, lost to follow-up about 19 months
after Direct-acting antivirals (DAAs) treatment. At re-engagement, blood tests
showed high replication of plasmatic HIV-RNA along with severe
immunosuppression and normal levels of liver enzymes. However, 3 months
after ART reintroduction, an immune reconstitution inflammatory syndrome
(IRIS) was diagnosed with high detectable HBV-DNA load and transaminase
elevation. Our case report shows how the balance between the virus and the
host immune system is quite a dynamic process that might significantly impact
the course of the disease. The aim of this case report is to bring to the attention
of physicians that, although OBI reactivation is a rather rare occurrence, even
amongst PLWH, its potential consequences compel to a high alertness on the
matter. Therefore, especially in patients with an impaired immune system and on
a tenofovir or lamivudine-sparing regimen, HBV serological and virological
markers should always be strictly monitored, even in the absence of a

harnatitice Alara

Seite 22



Use Of Dual ARV Therapy in université&itbonlnl LI( b Ellsrlw\l/(kgilgnlwtggnn
Individuals with different HBV
serological patterns

» Anti-HBs-positive
» Anti-HBc-negative

Successful prior HBV vaccination
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Use Of Dual ARV Therapy in universitétbonlnl LJ( b Ellnr'w\u/(k)i;wlwtgi;nn
Individuals with different HBV
serological patterns

» Anti-HBs-positive
» Anti-HBc-negative

* Dual therapy no problem at all
 check anti-HBs titer regularly and revaccinate where necessary
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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.
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