
   
Thank you for your inquiry, please see the following page for the 
information you requested. 
 
 
This content includes a QR code giving access to supportive information for 
the study. 
 



Solange Peters1, David Spigel2, Myung-Ju Ahn3, Masahiro Tsuboi4, Jamie Chaft5, David Harpole6, 

Glenwood Goss7, Fabrice Barlesi8, Chris Abbosh9, Lynne Poole10, Rena May10, Phillip Dennis10, 

Charles Swanton9,11

P03.03: MERMAID-1: A Phase III study of adjuvant 
durvalumab plus chemotherapy in resected NSCLC 
patients with MRD+ post-surgery

1Centre Hospitalier Universitaire Vaudois, Lausanne, Switzerland; 2Sarah Cannon Research Institute/Tennessee Oncology, Nashville, TN, 

USA; 3Sungkyunkwan University School of Medicine, Seoul, Korea; 4Division of Thoracic Surgery and Oncology National Cancer Center 

Hospital East, Kashiwa, Japan; 5Memorial Sloan-Kettering Cancer Center, New York, NY, USA; 6Duke University Medical Center, Durham, 

NC, USA; 7The Ottawa Hospital Cancer Centre, Division of Medical Oncology, Ottawa, ON, Canada; 8Université de la Méditerranée–

Assistance Publique Hôpitaux de Marseille, France; 9The Francis Crick Institute, London, UK; 10AstraZeneca, Gaithersburg, MD, USA; 11UCL 

Hospitals NHS Trust, London, UK

Solange Peters, Centre Hospitalier Universitaire Vaudois, Switzerland



Disclaimer

Copies of this poster obtained through quick response (QR) code are for personal use only and may not be 

reproduced without written permission of the authors. 

QR code

placeholder

Scan the QR code or visit the link for:

• a mobile-friendly version 

• to obtain a copy of these slides

http://bit.ly/35xtxd9



1. Le Chevalier T. Ann Oncol. 2010;21:Suppl 7:VII196–198

2. Cortés ÁA, et al. Transl Lung Cancer Res 2015:4(2):191–197

3. Pignon J-P, et al. J Clin Oncol 2008:26(21):3552–3559

Background

▪ 25–30% of patients diagnosed with NSCLC present with surgically resectable disease at 

diagnosis.1

▪ Adjuvant CT is the current SoC to reduce risk of disease recurrence in patients with fully 

resected, stage II/III NSCLC.2

– While ~40% of patients are cured by surgery,2 60% have disease recurrence, with a 5-year absolute 

survival benefit of only 5.4% derived from adjuvant CT.3

– These data emphasise the need for novel therapy options with increased efficacy in the adjuvant 

setting.

– Additionally, determining which patients will benefit most from adjuvant therapy remains challenging.

CT, chemotherapy; NSCLC, non-small-cell lung cancer; SoC, standard of care
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Background

▪ Emerging evidence suggests that the detection of minimal residual disease (MRD) may identify patients at higher risk of 

disease recurrence, enabling treatment intensification (with immunotherapy plus CT instead of CT alone) for this potentially 

biologically distinct disease, whilst minimising overtreatment of MRD– patients.1,2

▪ MRD, assessed by detection of tumour-specific DNA variants in plasma-derived DNA, represents residual tumour that is 

clinically indiscernible after curative intent therapy (surgery ± CT/RT) in colorectal cancer, breast cancer, NSCLC and 

urothelial carcinoma.1–7

– The TRACERx study analysed 608 plasma samples from 78 patients with stage I–III NSCLC who had undergone complete surgical 

resection.8

• Among 45 patients with primary tumour relapse, ctDNA was detected at or before clinical relapse in 37 patients, with a median

time from ctDNA detection to clinical relapse of 151 days.

– Recent data have demonstrated that patients with locally advanced NSCLC who were MRD+ after CRT had better survival 

outcomes if they received consolidation immunotherapy vs those who did not.9

• Additionally, patients found to be MRD– following CRT had survival benefit irrespective of whether they received immunotherapy 

as consolidation treatment.

• These data suggest that immunotherapy may improve outcomes for patients with NSCLC who are MRD+ after completion of SoC 

treatment.9

CRT, chemoradiotherapy; ctDNA, circulating tumour DNA; RT, radiotherapy 



▪ Durvalumab, a selective, high-affinity, human IgG1 mAb that blocks PD-L1 binding to PD-1 and CD80 to 

allow T cells to recognise and kill tumour cells,1 has been shown to be effective in situations of residual 

disease.2,3 

– In the phase III PACIFIC trial in patients with unresectable, stage III NSCLC without disease progression following 

≥2 cycles of concurrent CRT, durvalumab significantly prolonged both PFS and OS vs placebo,2,3 with survival benefit 

confirmed in 4-year analyses.4

▪ Combinations of immunotherapy (PD-1 and PD-L1 inhibitors) and CT have been shown to significantly 

prolong PFS and OS in patients with metastatic NSCLC, vs CT alone.5-7

▪ Taken together, these data suggest that administering durvalumab in combination with CT in the adjuvant 

setting in patients who are MRD+ after resection could improve DFS vs CT alone.

▪ The MERMAID-1 phase III trial (NCT04385368) investigates the efficacy and safety of adjuvant 

durvalumab + SoC CT vs placebo + SoC CT in patients with stage II/III NSCLC who are MRD+ after 

complete resection.
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Rationale for MERMAID-1

CI, confidence interval; DFS, disease-free survival; HR, hazard ratio; IgG1, immunoglobulin G1; mAb, monoclonal antibody; 

OS, overall survival; PD-1, programmed cell death-1; PD-L1, programmed cell death ligand-1; PFS, progression-free survival



Study design

Stage II/III NSCLC

Pre-surgery plasma 

for MRD evaluation

Surgical resection

Whole blood and tumour 

tissue to diagnostic lab
MRD status 

assessed

Plasma 

collection

Final 

eligibility

Durvalumab 
q4w x10 

cycles

Durvalumab 

+ CT*
q3w x4 cycles

Placebo 
q4w x10 

cycles

Placebo 

+ CT*
q3w x4 

cycles

Up to 12 months’ treatment

R

.

*SoC CT: carboplatin + paclitaxel or cisplatin/carboplatin + pemetrexed, 

dependent on tumour histology and at investigator’s discretion; 
†Investigator-assessed by RECIST v1.1; ‡per BICR by RECIST v1.1.

MERMAID-1: a phase III, randomised, double-blind, placebo-controlled, parallel-arm, multicentre study

1:1

N~332

(MRD+ / MRD–)

POPULATION TREATMENT
MRD TESTING/

SCREENING
ENDPOINTS

Initial consent

Stratification Factors:

• Disease stage (II vs III)

• MRD status (MRD+ vs MRD–)

• PD-L1 (TC <1% vs TC ≥1%)

Primary endpoint

• DFS (MRD+ analysis set†)

Secondary endpoints 

• DFS (FAS†)

• DFS (MRD+ analysis set 

and FAS; by BICR‡)

• OS (MRD+ analysis set 

and FAS)

• Changes from baseline 

and time to deterioration in 

EORTC QLQ-LC13 and 

QLQ-C30 scores

Safety endpoints

• Safety and tolerability of 

durvalumab + SoC CT vs 

placebo + SoC CT (MRD+ 

patients and all patients)Diagnostic Eligibility Treatment Endpoints

WES and development of 

personalised MRD panel

PD-L1 testing
(status required for 

randomisation)

BICR, Blinded Independent Central Review; EORTC, European Organization for Research and Treatment of Cancer; FAS, full analysis set; 

q3w, once every three weeks; QLQ-C30, Quality of Life Questionnaire - Core 30; QLQ-LC13, Quality of Life Questionnaire – Lung Cancer Module 13; 

RECIST, Response Evaluation Criteria in Solid Tumors; WES, whole exome sequencing



MRD assessment 

Whole Exome Sequencing 

(WES)

Personalised panel design Plasma ctDNA analysis

WES + algorithm identifies patient’s 

tumour-specific variants from surgical specimen 

Detection of tumour-specific DNA in plasma 

following surgery

1 2

Sequencing data 

from tumour and blood 

are used to identify 

mutations present only in 

the patient's tumour

A primer panel targeting 

variants specific to each 

patient's tumour is 

designed

Patient’s blood is analysed for the presence of 

circulating tumour DNA using the personalised panel



▪ Aged ≥18 years at screening

▪ Histologically-confirmed stage II/III NSCLC,* deemed to be 

resectable by multidisciplinary evaluation

▪ CT of chest and abdomen (for surgical planning); 

MRI scan of the brain (to confirm absence of brain 

metastases) ≤6 weeks pre-surgery

▪ Collection of pre-surgical plasma for MRD evaluation

▪ Confirmation of complete resection

▪ Confirmation of suitable resected tumour tissue and whole 

blood sample for WES of tumour and germline DNA; 

creation of personalised panel for MRD determination

▪ Established MRD status

▪ Known tumour PD-L1 status

▪ Post-operative CT scan of the chest and abdomen 

performed within 28 days prior to randomisation showing 

no evidence of disease recurrence

▪ WHO/ECOG PS of 0–1

▪ Complete post-operative wound healing

‒ Any reversible toxic effects from prior treatments that 

may impact study drug administration must be resolved

▪ Able to tolerate 4 cycles of platinum-based adjuvant CT

▪ Adequate organ and marrow function

▪ Life expectancy ≥12 weeks

▪ Body weight >30 kg

*International Association for the Study of Lung Cancer Staging Manual in Thoracic Oncology version 8.0

Key inclusion criteria

CT, computerised tomography; ECOG, Eastern Cooperative Oncology Group; MRI; magnetic resonance imaging; PS, 

performance status; WES, whole exome sequencing; WHO, World Health Organization



▪ Evidence of disease recurrence within 28 days prior to 

randomisation

▪ EGFR mutation and/or ALK translocation in resected 

tumour sample

▪ Mixed small-cell and NSCLC histology

▪ Requirement for re-resection

▪ Only eligible for wedge resection or deemed unresectable

▪ Radiotherapy to >30% of bone marrow/with wide radiation

▪ Major surgery within 28 days prior to dosing

▪ History of allogeneic organ or bone marrow transplant

▪ History of another primary malignancy

▪ Uncontrolled intercurrent illness

▪ Receipt of live attenuated vaccine within 30 days of first 

dose of durvalumab/placebo

▪ Prior or active immunodeficiency

▪ Active infection (including tuberculosis or HIV)

▪ Active or prior documented autoimmune/inflammatory 

disorders

▪ Any concurrent CT or other anti-cancer therapy

▪ Prior exposure to durvalumab

▪ Receipt of any adjuvant therapy for NSCLC

▪ Current or prior use of immunosuppressive medication 

within 14 days of first dose of durvalumab/placebo

▪ Enrolment in another active clinical trial (unless 

observational or during follow-up of interventional study)

Key exclusion criteria

ALK, anaplastic lymphoma kinase; EGFR, epidermal growth factor receptor



Study status

Enrolment began: 

July 2020

*Hong Kong;

*

Primary completion: 

estimated December 2024

Recruitment planned across >30 

countries in ~250 study locations

Planned/active recruitment
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