
• Safety and tolerability: incidence, severity, nature, seriousness, and causality of adverse events, vital signs, clinical 
laboratory assessments, and electrocardiograms from day of TARE, were among the safety outcomes assessed

• Objective response rate: proportion of participants with a confirmed complete or partial response, assessed by 
the investigator per mRECIST

• Overall survival: time from TARE until death due to any cause

• Duration of response: time from first documented response until date of progression, assessed by the 
investigator per mRECIST, or death due to any cause

• Liver cancer is the sixth most frequent cause of cancer-related deaths in the US,1 with approximately 
90% of primary liver cancer cases being HCC2

• Unresectable HCC that is eligible for embolization accounts for approximately 30% of HCC cases,  
and is commonly treated with locoregional therapy, such as transarterial chemoembolization (TACE)  
or TARE3 

• Median progression-free survival (PFS) following TACE or TARE treatment is often less than one year  
for people with unresectable HCC amenable to embolization,4,5 highlighting a need for additional 
treatment options
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Why are we performing this research?

• For people with hepatocellular carcinoma (HCC) that cannot be removed with surgery, one of the 
preferred treatments is transarterial radioembolization (TARE). TARE delivers radiation beads to local 
blood vessels destroying the tumor

• Both durvalumab (a drug that helps the immune system fight cancer) and bevacizumab (a drug that 
starves the tumor by limiting its blood supply) have been shown to help people with HCC live longer 
when given as part of combination therapies

• The EMERALD-Y90 study is looking at the effects of treatment with TARE followed by durvalumab plus 
bevacizumab for people with HCC whose cancer cannot be removed surgically and has not spread 
outside of the liver

How are we performing this research?

• Participants will undergo a TARE procedure followed by durvalumab and bevacizumab treatment until the 
study concludes, the disease progresses, or there are unacceptable side effects

• The primary goal of this study is to measure the length of time after the TARE procedure that 
participants live without their cancer growing, spreading, or getting worse

• This study will also look at the types and frequency of side effects experienced by the participants

Who will participate in this study?

• Approximately 100 people with HCC whose cancer cannot be removed with surgery will be enrolled  
at one of approximately 20 sites across the US

Where can I access more information?

• This study (NCT06040099) is ongoing. We look forward to sharing the results once they are available

• More information about this study can be found at: https://clinicaltrials.gov/study/NCT06040099

Plain language summary

Background

• Locoregional therapies, such as TACE and TARE, are associated with response rates of approximately 50% per modified Response Evaluation Criteria in Solid 
Tumors (mRECIST)6 and a median PFS of less than 1 year7,8

• Immune checkpoint inhibitors and VEGF-inhibitors have each been approved as treatments for unresectable HCC not amenable to locoregional therapy9,10 

• Results from the Phase 3 EMERALD-1 study (NCT03778957) have shown that durvalumab (anti-programmed cell death ligand-1 antibody) in combination  
with TACE and bevacizumab (anti-VEGF antibody) demonstrated a statistically significant and clinically meaningful improvement in PFS, versus TACE alone, in 
patients with HCC eligible for embolization11 

• A need still exists for evidence to support additional treatment options in settings where TARE is the preferred treatment modality 

• The EMERALD-Y90 study (NCT06040099) will evaluate the efficacy and safety of TARE followed by durvalumab monotherapy (1 cycle) then durvalumab plus 
bevacizumab in participants with unresectable HCC amenable to embolization

Rationale

• Age ⩾18 years old

• Confirmed unresectable HCC (by imaging or 
histopathological findings from biopsy specimen) that is 
amenable to treatment with TARE, and the entire tumor 
volume can be treated in one session

• No evidence of extrahepatic spread

• One or more measurable lesions, unilobar disease  
for participants with Vp1/Vp2 portal vein invasion and 
eligible for Y90 TARE

• Child-Pugh class A liver function

• Eastern Cooperative Oncology Group performance 
status 0–1 at enrollment

• Adequate organ and marrow function

Key inclusion criteria

• Disease amenable to curative surgery, transplantation, or curative ablation

• Coinfection with HBV and HDV

• Prior systemic therapy for HCC

• HCC requiring more than one TARE session

• Receipt of prior locoregional therapy (previous TACE, TARE, or stereotactic body radiation therapy associated 
with the curative setting more than 6 months prior to study is permitted, and radiofrequency ablation is permitted 
if the target lesion was not treated or had subsequently progressed)

• Receipt of more than one prior embolization procedure (TACE or TARE)

• Angiogram showing less than 30% future liver remnant volume

• Major portal vein invasion (Vp3/Vp4)

Key exclusion criteria

Study endpoints

• PFS: time from TARE until disease progression, assessed by the investigator per mRECIST, or death due to any cause

Screening and enrollment

(Day 0 + 28)

Study begins Day 1 Day 15 + 3 after TARE Day 14 + 3 after durvalumab

Progression,

unacceptable

toxicity, or study end

Durvalumab 1120 mg +

bevacizumab 15 mg/kg Q3W

Durvalumab 1500 mg

(single dose)

TARE + post-TARE

single-photon emission

computed tomography

(SPECT-CT) within 24hrs

14 + 3 days 14 + 3 days

A pre-specified safety analysis will occur approximately 2  months after the first 30 patients initiate durvalumab treatment

~100 participants with

unresectable HCC

amenable to embolization

Pre-TARE dosimerty
No contraindications for

bevacizumab

No contraindications for

durvalumab

Recruiting in the US only

Approximately 20 study sites

Currently enrolling patients

Expected study end: June 2027

EMERALD-Y90 study design: a Phase 2, single-arm, US-only, multicenter, practice-informing 

study to assess the efficacy and safety of TARE followed by durvalumab monotherapy followed by 

durvalumab + bevacizumab in unresectable HCC amenable to embolization
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