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 z  Many patients with early-stage HCC undergo hepatic 
resection or ablation as standard of care, but while 
potentially curative, the risk of cancer recurrence 
following resection is as high as 44%–79% at 5 years.1–3

 z Effective adjuvant therapy has not been identified to 
date, and the prevention and/or delay of recurrence of 
HCC after curative treatment presents a high unmet 
medical need.

 z Adjuvant therapy given after resection or ablation has the 
potential to reduce the risk of relapse and is an effective 
therapeutic approach in the treatment of many solid tumors.

 z Encouraging clinical evidence shows that adjuvant 
therapy involving agents that engage the immune 
response can prolong RFS in patients with  
early-stage HCC.4–7

 z In addition, data suggest that inhibiting the VEGF pathway 
may enhance activity of programmed death ligand-1 
blockade in patients with more advanced HCC.8–10

 z EMERALD-2 (NCT03847428) is a Phase 3 randomized, 
double-blind, placebo-controlled study evaluating the 
efficacy and safety of durvalumab monotherapy and 
durvalumab combined with bevacizumab as adjuvant 
therapy in patients with HCC within 12 weeks of 
completion of curative hepatic resection or final curative 
ablation procedure (which may include embolization) who 
are at high risk of recurrence.

 z Following hepatic resection and ablation, approximately 
888 patients will be randomized 1:1:1 to Arm A, B, or C 
(Figure 1).

 z Assess RFS of Arm B vs Arm C (by BICR using 
RECIST v 1.1)

Key exploratory objectives
 z Investigate the association of candidate biomarkers with 
efficacy measures using blood and tissue samples

 z Explore the impact of treatment and disease state on health 
care utility and resources (EQ-5D-5L, HOSPAD)

 z Assess RFS of Arm A vs Arm C (by BICR using RECIST v 1.1)
 z Evaluate 24-month RFS for all arms (by BICR using  
RECIST v 1.1)

 z Measure time to relapse for all arms (by BICR using RECIST v 1.1)
 z Evaluate overall survival for all arms
 z Investigate the relationship between a patient’s baseline 
PD-L1 expression and efficacy outcomes

 z Assess disease-related symptoms, impacts, and HRQoL 
for all arms

 z Evaluate safety and tolerability profile of all arms

1. Bruix J, Sherman M. Hepatology. 2005;42:1208-1236.
2. Imamura H, et al. J Hepatol. 2003;38:200-207.
3. Kianmanesh R, et al. Surg Oncol Clin N Am. 2003;12:51-63.
4. Yin J, et al. J Clin Oncol. 2013;31:3647-3655.
5. Huang G, et al. Ann Surg. 2015;261:56-66.
6. Xu J, et al. Adv Clin Exp Med. 2015;24:331-340.
7. Lee JH, et al. Gastroenterology. 2015;148:1383-1391.
8. Pishvaian MJ, et al. Ann Oncol. 2018;29 (Suppl 8;abstr LBA26).
9. Ikeda M, et al. J Clin Oncol. 2018;36 (Suppl;abstr 4076).
10. Finn RS, et al. N Engl J Med. 2020;382:1894-1905.

Shethah.Morgan@astrazeneca.com

Copies of this poster obtained  
through QR (Quick Response) code  
are for personal use only and may  
not be reproduced without written 
permission of the authors.

BICR, blinded independent central review; ECOG PS, Eastern 
Cooperative Oncology Group performance status; EQ-5D-5L, EuroQol 
5-dimension, 5-level, health state utility index; HBV, hepatitis B virus; 
HCC, hepatocellular carcinoma; HCV, hepatitis C virus; HOSPAD, 
hospital admission form; HRQoL, health-related quality of life; PD-L1, 
programmed death ligand-1; Q3W, every 3 weeks; RECIST, Response 
Evaluation Criteria In Solid Tumors; RFS, recurrence-free survival; 
VEGF, vascular endothelial growth factor.
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 z  The EMERALD-2 study will expand the understanding 
of the efficacy and safety of durvalumab with or without 
bevacizumab as adjuvant HCC therapy for patients who 
are at high risk for recurrence after curative hepatic 
resection or ablation.
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 z  A tumor tissue sample is mandatory for biomarker analysis.

 z Patients with HBV or HCV alone may be enrolled, but 
patients who are HBV+ must have adequately controlled viral 
suppression prior to enrollment, and HBV/HCV replication will 
be monitored during the study and treated if appropriate. 

 z Patients are required to have an upper endoscopy 
(or contrast-enhanced cross-sectional imaging) performed 
within 6 months of randomization; patients with varices  
at risk of bleeding should be excluded.

 z There are currently 18 countries and regions participating 
in the EMERALD-2 study (Figure 2).

Key Exclusion Criteria

 z Known fibrolamellar HCC, sarcomatoid HCC, or mixed 
cholangiocarcinoma and HCC

 z Any evidence of metastatic, macrovascular invasion, 
or co-existing malignant disease on baseline imaging

 z Evidence of portal vein thrombosis

 z Prior systemic anticancer therapy for HCC

 z Patients with varices at risk of bleeding 

 z Patients who are candidates for liver transplantation

Figure 2. EMERALD-2 participating regions 

Patients with HCC and high risk of recurrence after 
curative therapy (surgery, local ablation, etc)

Stratification
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Geographic region (China vs [Asia without China and Japan] 

vs [Japan + rest of the world])
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1 YEAR TREATMENT

 z Aged ≥18 years

 z Successful completion of curative therapy (resection or 
ablation) with imaging to confirm disease-free status 
≤28 days prior to randomization

 z Histologically or cytologically confirmed HCC

 z No prior systemic therapy for HCC

 z Child-Pugh score of 5 or 6

 z ECOG PS of 0 or 1 at enrollment

Key Inclusion CriteriaFigure 1. EMERALD-2 study design
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