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Results

Introduction

Key Findings
_ _ _ _ _ » Chronic hepatitis delta (CHD) represents the most severe
* Higher baseline ALT levels in patients with form of chronic viral hepatitis and is estimated to affect

CHD are associated with male sex, higher between 10 and 20 million worldwide’
LSM, and HDV RNA levels; no association was » Patients with CHD often present with elevated alanine

Table 1. Demographic and Baseline Disease Characteristics by Baseline
ALT Tercile

» Patients with CHD and higher HDV RNA tended to be younger, HBeAg positive,
and had higher ALT and HBsAg levels

* Of note, hepatitis B virus (HBV) DNA levels were higher with increasing
HDV RNA (but mean levels remained low) without a significant difference in

Total Cohort ALT <69 U/L ALT 269 to 112 U/L ALT >112 U/L

(n =175) (n = 180) (n = 177) P value

(N = 532)

. : . concomitant nucleos(t)ide therapy use
found with BMI, concomitant nucleos(t)ide aminotransferase (ALT) levels indicative of ongoing Age, years, mean (SD) 40 ©) 1 0) 59 ) 1 O) 3246 . HDV RNA level t ated with BMI eos(ide th h
: : . . . . . Male sex, n (%) 346 (65) 91 (52) 123 (68) 132(75) | <.0001 evel was not associated wi , hucleos(t)ide therapy, or the
therapy, or presence of cirrhosis intrahepatic necroinflammation, with ranges of ALT that Raco. 1 (%) p— presence of cirrhosis
 Higher baseline levels of HDV RNA are can be quite wide® Asian 58 (11) 20 (11) 17 (9) 21 (12) Table 3. Demographics and Baseline Characteristics by HBeAg Status
associated with younger age, HBeAg-positive » The clinical phenotype of patients with CHD and higher Black or African descent 9 (2) (1) 4(2) 4(2) o
otal L.ono
status. and h|gher levels of ALT and HBsAg ALT levels compared with the general population of White 464 (87) 153 (87) 159 (88) 152 (86) (N = 532)
, o _ eople with CHD is unknown BMI, kg/m?, mean (SD) 25.1 (3.8) 24.7 (3.8) 25.1 (3.7) 25.5 (3.9) 1455
 The small subset of HBeAg-positive patients PEOP BN 230 kgl 1 (%) 52 (10) 15.0) 70 o0 | o812 ’:AQT years :”/e;‘” (SD) 3:2 i;) ;‘g gg; 3;‘3 EZ) zgg
- . o ' ' ' irti ale sex, n (% .
with CHD tended to present with elevated Previous analysis ot data from 3 trials of bulevirtide ALT, U/L, median (Q1, Q3) 87 (60,131) | 52 (43, 59) 87 (76,98) | 165 (131, 231) | <.0001
p : — - Race, n (%) 4812
(BLV; N = 414) revealed a weak correlation between HDV RNA, log,, lU/mL, mean (SD)| 5.3 (1.3) 4.9 (1.5) 5.4 (1.3) 55(11) | <.0001 .
’ » an SAg Tevels bu levels of hepatitis delta virus (HDV) RNA and ALT in ASlan >0 1) °© > 02)
not higher ALT levels; such patients were untreated CpHD patients3 :i:f; A.\OZQ.J,L,J:LLS::: ((an)) ;: 2(1,2 ;: 232 ;2 2:,2 ;i gg 32: Black or African descent 9(2) 1(2) 8 (2)
: = : 991 ’ il i e i il ' White 464 (87) 50 (93) 414 (87)
morle |Ik(et|)¥ dtO tll)'le recelving concomitant HBeAg positive, n (%) >4 (10) 24 (14) 15 (8) 15 (8) 1797 BMI, kg/m2, mean (SD) 25.1 (3.8) 25.0 (3.9) 25.1 (3.8) 8232
NnUcCieos(l)ide tnerapy Obje Ctive Nucleos(t)ide therapy,® n (%) 178 (33) 57 (33) 58 (32) 63 (36) 7626 BN;I >30k,
- 0 >30 kg/m?, n (%) 52 (10) 6 (11) 46 (10) 6356
i Prior interferon exposure, n (%) 244 (46) 79 (45) 73 (41) 92 (52) 0924 ALT, UL, median (Q1, Q3) 87 (60, 131) 77 (56, 123) 90 (61, 134) 5707
Conclusions » This analysis aimed to detail the demographic and clinical LSW, kPa, mean (SD) 13.8 (8.1) 124 (6.9) 13.2(7.9) 159(8.8) | 0003 HDV RNA, log., IU/mL, mean (SD) | 5.3 (1.3) 5.8 (1.2) 5.2 (1.3) 0021
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HDV patients, males and those with untreated CHD patients with higher biochemical ALT slrine amiotenciorase; ANOVA, anayis ofverance BMI by mase e GT genotpo:SeAo. et 8. anton; HEshg. Nucieos(tide therapy.* n (%) 178 (33 29 (54 149 3) 0013
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higher HI_DV wral_load may be at _"_Sk of disease activity « The CHD population enrolled in the BLV trials was predominantly male and LSM. kPa, mean (SD) 13.8 (8.1) 13.1 (7.0) 13.9 (8.2) 4919
hemical disease activity te Wi ——— —— — — '
greater bioc White, with HDV genotype 1 Cirrhosis present, n (%) 203 (38) 21 (39) 182 (38) >.9999

regardless of BMI, nucleos(t)ide therapy,
or the presence of cirrhosis

HBeAg-positive patients with CHD may
represent a distinct subset of CHD in
which the association between higher
HDYV viral load and greater biochemical
disease activity is less straightforward

» Cross-sectional analysis using pooled baseline data
from 532 patients with CHD enrolled in 4 BLV trials: the
MYR202 (Phase 2; NCT03546621), MYR203 (Phase 2;
NCT02888106), MYR204 (Phase 2; NCT03852433), and
MYR301 (Phase 3; NCT03852/719) studies

» Key inclusion criteria: HDV RNA positive at screening,
without cirrhosis or with compensated cirrhosis

» Patients with CHD and higher baseline ALT levels were more often male and had
higher liver stiffness measurements (LSM), higher HDV RNA levels, and lower
hepatitis B surface antigen (HBsAg) levels

» Baseline ALT was not associated with body mass index (BMI), concomitant
nucleos(t)ide therapy, or the presence of cirrhosis

Table 2. Demographic and Baseline Disease Characteristics by Baseline
HDV RNA Tercile

HDV RNA
<4.9 log,,

HDV RNA

>
HDV RNA 24.93 to >6.04 log,,

Total Cohort

P values for comparison between HBeAg groups used Fisher’s exact test or ANOVA. 2Defined as being on nucleos(t)ide therapy at baseline. HDV
GT-1 was the most common (n = 501, 94%) followed by HDV GT-2 (n =5, 1%), HDV GT-5 (n = 5, 1%), and HDV GT-6 (n = 1, 0%); missing (n = 19).
ALT, alanine aminotransferase; ANOVA, analysis of variance; BMI, body mass index; GT, genotype; HBeAg, hepatitis B e antigen; HBsAg,

hepatitis B surface antigen; HBV, hepatitis B virus; HDV, hepatitis delta virus; LSM, liver stiffness measurements; Q, quartile.

 HBeAg-positive patients with CHD were more likely to be receiving concomitant
nucleos(t)ide therapy at baseline

+ HBeAg-positive patients with CHD did not have higher mean ALT compared to
HBeAg-negative patients with CHD despite higher HBY DNA, HDV RNA, and

HBsAg levels

Figure 1. Boxplot of ALT Distribution by HDV RNA Category

_ <6.04 log,, IU/mL P value Total HBeAg positive HBeAg negative
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— ALT: <69 U/L; 269 to =112 U/L; >112 U/L

— HDV RNA: <4.93 log, , lU/mL; 24.93 log. , IU/mL to
<6.04 log.,IU/mL; >6.04 log., IU/mL

P values for comparison among HDV RNA terciles used Fisher’s exact test or ANOVA. 2Defined as being on nucleos(t)ide therapy at baseline. HDV

GT-1 was the most common (n = 501, 94%) followed by HDV GT-2 (n =5, 1%), HDV GT-5 (n = 5, 1%), and HDV GT-6 (n = 1, 0%); missing (n = 19).

HBV genotype, n (%): genotype A, 36 (7); genotype C, 1 (0); genotype D, 296 (56); genotype E, 3 (1); genotype H, 1 (0); missing, 195 (37).
ALT, alanine aminotransferase; ANOVA, analysis of variance; BMI, body mass index; GT, genotype; HBeAg, hepatitis B e antigen; HBsAg,
hepatitis B surface antigen; HBV, hepatitis B virus; HDV, hepatitis delta virus; LSM, liver stiffness measurements; Q, quartile.
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in the HBeAg-negative group had missing data.
ALT, alanine aminotransferase; HBeAg, hepatitis B e antigen; HDV, hepatitis delta virus.

» Baseline ALT levels increased in similar fashion with increasing HDV RNA levels
among HBeAg-positive and -negative patients with CHD




