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MELODY: A prospective non-interventional multicenter cohort study

to evaluate different imaging-guided methods for localization of malignant breast lesions
(EUBREAST-4 / iBRA-NET / AGO-B-062, NCT 05559411)
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Why do we need the MELODY study?

In the last decades, the proportion of breast cancer patients receiving breast-conserving surgery has increased, reaching 70-
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80% in some countries. In case of non-palpable lesions, surgical excision requires some form of breast localization. While wire- localization
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guided localization has long been considered gold standard, it carries several limitations, including logistical difficulties, the §J
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potential for displacement and patient discomfort, and re-excision rates reaching 21%. Other techniques have been developed Paramagnetic marker (LOCalizer)
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with the aim of overcoming these disadvantages (Fig. 1). However, comparative data on the rates of successful lesion removal, /
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negative margins and re-operations are limited. In most studies, patient’s perspective with regard to discomfort and pain level Radar eflector
Magnetic marker

(Sirius Pintuition) Sonographically

has not been evaluated. The aim of MELODY is to compare different localization methods with regard to oncological safety, Jisible clip

. . . . . Fig. 1. Examples of different detection methods.
patient-reported outcomes, and surgeon and radiologist satisfaction. 5 P

Study Lead Inclusion criteria Primary outcomes
EUBREAST / iBRA-NET (Intergroup Study) * Malignant breast lesion requiring breast-conserving * Intended target lesion and/or marker
Study design surgery and imaging-guided localization (DCIS or removal
. . . . invasive; multiple or bilateral lesions and the use of  Negative resection margin rates (defined as
Prospective non-interventional multicenter cohort study , , , , ,
. . L neoadjuvant chemotherapy are allowed) lesion removal with no invasive or non-
(investigator-initiated study) . . . . . . . . .
 Planned surgical removal of the lesion using imaging- invasive carcinoma on ink) at first surgery
Target accrual: 7,416 patients guided localization

Secondary outcomes
Current enroliment (May 8, 2025): 5,779 patients L Second surgery
6* Jb

4 M EL@DY s Secondary mastectomy

Enrollment begin: January 2023

S R : :
. - SRR Resection Ratio
Inancial support :
pp . . . . .y . Invasive breast cancer or DCIS requiring breast-conserving surgery and Duration Of surgery
Endomag, Merit Medical, Sirius Pintuition, Hologic imaging-guided localization Marker dislocation

(neoadjuvant chemotherapy in case of invasive BC is allowed) .
Marker placement failure

Localization failure
Patient-reported outcomes (e.g., patient’s

discomfort, pain level, and impairment of
In case of marker or wire placement: Diagnostician Satisfaction Evaluation breathing)

¢

Study registration

1I

.t

Diagnostician/radiologist’s satisfaction

Breast-conserving surgery Surgeon’s satisfaction
S = “Lost markers”
Surgeon Satisfaction Evaluation Volume and weight of resected tissue
> = Learning curve .
Patient-reported outcomes (questionnaire) ImpaCt of self-re pOrtEd ethniCitV E E

‘

Fig. 2. Current state of international participation. Economic resources

- Recruiting Histopathological report MRI artifaCtS
Complication rates

‘

Ethical approval received

Applying for ethical approval RooLCRESodunano For more information:

Planning to join http: reast.org/mel mel reast.com
Fig. 3. MELODY Flow chart. ttp://eubreast.org/melody, melody@eubreast.co

MELODY Study Group: Nuh Zafer Canturk 2>, Isabel T. Rubio 2°, Rajiv V. Dave 1!, Shelley Potter %/, Ashutosh Kothari 2%, Aoife Lowery 22, Michalis Kontos 3°, Mah Muneer Khan 3%, Lia Pamela Rebaza 32, Antonio
J. Esgueva 2°, Markus Hahn 33, Michael Patrick Lux 34, Angelica Conversano 3>, Melitta Kopke 2, Nikolas Tauber !, Antonia Kaiser %, Anika Plischke %2, Christine Achieng Obondo %, Johanna Veh 2, Melissa

Neubacher %%, Mariella Schneider 2, Stefan Lukac 23, Florentia Peintinger 3¢, Marjolein Smidt 3/, Maria Antdnia Vasconcelos 38, Mariana Correia 32, Bahadir M. Gulluoglu 3, Sarah Nietz #°, Francois Malherbe
41 Verdnica Yamila Fabiano 42, Ellen Schlichting 3, Erica Giblin #4, Khaled Abdelwahab %>, Achim Rody !, Katharina Jursik 46

Affiliations: 1) Department of Gynecology and Obstetrics, University Hospital Schleswig Holstein, Campus Liibeck, Liibeck, Germany; 2) Breast Cancer Center, University Hospital Augsburg, Augsburg, Germany; 3) Division of Breast Surgery, Department of Surgery, Sungkyunkwan University School of Medicine, Samsung Medical Center, Korea; 4) Istanbul University, Istanbul Faculty of Medicine, Department of General Surgery, Istanbul, Turkey; 5) Breast and Endocrine Unit, General Surgery Department, Zonguldak BEUN The School of Medicine, Kozlu/Zonguldak, Turkey; 6) Faculty of Health and Medical Sciences, University of
Copenhagen, Dept of Breast Surgery, Herlev & Gentofte University Hospital, Copenhagen, Denmark; 7) General Surgery and Surgical Oncology Department, Collegium Medicum, University in Zielona Gora, Poland; 8) Breast & Gynecologic Surgery Service Groupe Hospitalier Paris Saint Joseph Paris, France; 9) Breast Unit, IRCCS San Raffaele Scientific Institute, Milan, Italy; 10) Universita Vita-Salute San Raffaele, Milan, Italy; 11) The Nightingale and PREVENT Breast Cancer Centre, Manchester University NHS Foundation Trust & Faculty of Biology, Medicine and Health, University of Manchester, Manchester, United Kingdom; 12)
Aberdeen Breast Unit, Aberdeen Royal Infirmary, Aberdeen, United Kingdom; 13) Department of Gynecology and Obstetrics, Ospedale Regionale di Lugano EOC, via tesserete 46 Lugano, Switzerland ; 14) Centro di Senologia della Svizzera Italiana (CSSI), Ente Ospedaliero Cantonale, via Pietro Capelli 1, 6900 Lugano, Switzerland; 15) Faculty of Biomedical Sciences, Universita della Svizzera Italiana (USI), via Giuseppe Buffi 13, 6900 Lugano, Switzerland; 16) Department of Molecular Medicine and Surgery, Karolinska Institutet, Stockholm, Sweden; 17) Department of Surgery, Capio St. Géran’s Hospital, Stockholm, Sweden; 18)
Department for Surgical Sciences, Faculty of Pharmacy and Medicine, Uppsala University, Sweden; 19) Section for Breast Surgery, Department of Surgery, Uppsala University Hospital, Upsala, Sweden; 20) Division of Breast Surgery, Department of Surgery, Basel University Hospital, Basel, Switzerland; 21) Department of Gynecology and Obstetrics, Heinrich-Heine-University Diisseldorf, Disseldorf, Germany; 22) Department of Gynecology and Obstetrics, University Hospital Rostock, Germany; 23) Department of Gynecology and Obstetrics, University of Ulm, Germany; 24) Breast Cancer Center, Die Filderklinik, Filderstadt,

German y; 25) Kocaeli University School of Medicine, Department of General Surgery, Kocaeli, Turkey; 26) Breast Surgical Unit, Clinica Universidad de Navarra, Madrid, Spain; 27) Bristol Medical School (THS), Bristol Population Health Science Institute, Bristol, United Kingdom; 28) Guy's & St Thomas NHS Foundation Trust, Kings College, London, United Kingdom; 29) Discipline of Surgery, University of Galway, Ireland; 30) 1st Department of Surgery University of Athens Laiko Hospital Athens Greece; 31) Breast Care Service, Department of Surgery, Khyber Medical College & Khyber Teaching Hospital, Peshawar Pakistan; 32) Clini
Oncosalud Auna, Lima, Peru; 33) Department for Women’s Health, University of Tlibingen, Tlibingen, Germany; 34) Department of Gynecology and Obstetrics, St. Louise Frauen- und Kinderklinik, St. Vincenz Krankenhaus, Paderborn, Germany; 35) Cancer Center, Gustave Roussy Institute, Paris, France; 36) Universitatsklinik fir Frauenheilkunde und Geburtshilfe, Graz & Institut fiir Pathologie, Med. Univ Graz, Austria; 37) Department of Surgical Oncology, Maastricht University Medical Center, Maastricht, The Netherlands; 38) Breast Unit, Champalimaud Clinical Centre, Champalimaud Foundation, Lisbon, Portugal; 39) Department
of Surgery, Breast Surgery Unit, Marmara University School of Medicine and SENATURK Turkish Academy of Senology, Istanbul, Turkey; 40) University of the Witwatersrand, Johannesburg, South Africa; 41) Breast and Endocrine Surgery Unit, Groote Schuur Hospital, University of Cape Town, Cape Town, South Africa; 42) Instituto Alexander Fleming Buenos Aires, Argentina; 43) Department of Oncology, Oslo University Hospital, Norway; 44) Ascension Medical Group, St. Vincent Carmel Hospital, Carmel, Indiana, USA; 45) Mansoura Oncology Centre, Mansoura University, Mansoura, Egypt; 46) European Breast Cancer Research
Association of Surgical Trialists (EUBREAST)




	Folie 1

