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Durvalumab in combination with neoadjuvant chemotherapy in early triple-negative breast cancer (TNBC): Long-term
analysis from the GeparNuevo trial
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Background

The phase Il GeparNuevo trial evaluated adding anti-PD-L1 checkpoint inhibitor (CPI) durvalumab (D) to neoadjuvant chemotherapy (NACT)
in patients (pts) with early TNBC. While D overall did not significantly increase pCR rates (primary endpoint), it improved secondary
endpoints invasive disease-free survival (iDFS), distant disease-free survival (DDFS) and overall survival (0S) compared to placebo (P).
Here, we present updated long-term survival data.

Methods

GeparNuevo randomized pts with centrally confirmed TNBC and ¢cT1b-cT4a-d tumors 1:1 to intravenous D or P g4w concurrently with weekly
nab-paclitaxel followed by dose-dense EC. Pts were stratified by stromal tumor-infiltrating lymphocytes (sTILs).

Results

Atotal of 174 pts were enrolled between 06/2016 and 09/2017. After a median follow-up of 86.4 months (51.2, 91.4), 50 iDFS events
occurred. 6 and 7-year survival rates are summarized in table. A sustained significant improvement in iDFS for D vs P as well as significant
improvements in DDFS and OS were observed. Among pts with pCR, 7-year OS rate was 100% in the D arm vs 82.5% in the P arm (log-rank
p=0.0053). sTILs in the residual disease (RD) could be assessed in 39 out of 71 pts with no pCR. Post hoc analyses by sTILs high (>10%)
and sTILs low (<10%) in the RD showed estimated 7-year iDFS rates of (95% Cl) 92.3% (56.6%), 98.9%) and 51.4% (29.2%, 69.7%)
respectively. Exploratory subgroup analysis revealed greater iDFS benefit from D in pts with initially affected nodes [HR 0.33, Cl 0.144-
0.771, p=0.01; interaction p=0.045].Table: 292MO

6 and 7-year survival rates

Durvalumab Placebo HR (95% Cl) P value (log-rank)

iDFS 6-year rates (%)79.6  62.8 0.56 (0.32-0.99) 0.0431
7-year rates (%) 73.7 60.7
DDFS 6-year rates (%) 83.6  66.7 0.41 (0.21-0.80) 0.0069
7-year rates (%) 81.6 62.9
0S 6-year rates (%)93.6  74.7 0.33 (0.14,0.79) 0.0085
7-year rates (%) 91.6 74.7

Conclusions



Durvalumab added to dose-dense NACT alone as part of the neoadjuvant therapy without additional adjuvant continuation significantly
improved all long-term outcomes, especially in pts with a pCR. These findings underscore the need to investigate the value of additional
adjuvant CPI and its impact on long-term survival in early TNBC.

Clinical trial identification

NCT02685059.

Legal entity responsible for the study

GBG Forschungs GmbH.

Funding

Funding and drug were provided by AstraZeneca and Celgene.
Disclosure

S. Loibl: Financial Interests, Institutional, Advisory Board: Amgen, AstraZeneca, BMS, Celgene, DSI, GSK, Lilly, Pfizer, Pierre Fabre, Roche,
Seagen, Sanofi, Gilead, Merck, Novartis, Bicycle Therapeutics, Jazz Pharmaceuticals, BeiGene, Bayer; Financial Interests, Institutional, Invited
Speaker: AstraZeneca, DSI, Novartis, Pfizer, Roche, Gilead, Seagen, Medscape, Stemline-Menarini; Financial Interests, Personal, Full or part-
time Employment, CEQ: GBG Forschungs GmbH; Financial Interests, Institutional, Advisory Board, Ki67 Quantifier: VMscope GmbH; Financial
Interests, Institutional, Research Grant: AstraZeneca, Celgene, Novartis, Immunomedics/Gilead, Pfizer, Roche, Daiichi Sankyo; Financial
Interests, Institutional, Funding: AbbVie, Molecular Health, Greenwich Life Sciences; Financial Interests, Institutional, Other,
PIPenelope/Padma: Pfizer; Financial Interests, Institutional, Other, SC PALOMAS: Pfizer; Financial Interests, Institutional, Other, SC SOLAR1:
Novartis; Financial Interests, Institutional, Other, SC ASCENT: Immunomedics/Gilead; Financial Interests, Institutional, Other, SC HERCLIMB:
Seagen; Financial Interests, Institutional, Other, SC Katherine: Roche; Financial Interests, Institutional, Other, SC Capitello; EC Cambria 1; PI
and EC Cambria 2: AstraZeneca; Financial Interests, Institutional, Other, SC Inavo: Roche; Financial Interests, Institutional, Other, SC Destiny
B05; SC Destiny B09: Daiichi Sankyo; Non-Financial Interests, Principal Investigator, After publication of primary endpoint: Pl Aphinity; Non-
Financial Interests, Advisory Role, Group in Germany responsible for breast cancer guidelines: AGO Kommission Mamma; Non-Financial
Interests, Member, German Gynaecological Oncology society: AGO; Non-Financial Interests, Member, German Cancer Society: DKG; Non-
Financial Interests, Member: ASCO; Non-Financial Interests, Member, Member guideline committee; past chair in ESMO Breast: ESMO; Other:
EP14153692.0No financial interest, Institutional: Patent; Other: EP21152186.9No financial interest, institutional: Patent; Other:
EP18209672No financial interest, Institutional: Patent; Other: EP24210258No financial interest, institutional: Patent. M. Untch: Financial
Interests, Institutional, Advisory Board, Member of several advisory boards with AstraZeneca: AstraZeneca; Financial Interests, Institutional,
Invited Speaker, Speaker Invitation several national and international meetings: AstraZeneca; Financial Interests, Institutional, Advisory
Board, Member of Advisory Boards with company: Daiichi Sankyo; Financial Interests, Institutional, Invited Speaker, Invited speaker at
several national and international meetings: Daiichi Sankyo, Myriad Genetics, Novartis, Pierre Fabre, Pierre Fabre, Pfizer, Roche Pharma,
Sanofi Aventis, Menarini Stemline, Eisai; Financial Interests, Institutional, Advisory Board, Member of Advisory Boards with Company: Lilly;
Financial Interests, Institutional, Invited Speaker, Speaker at several national and international meetings: Lilly; Financial Interests,
Institutional, Advisory Board, Member of several Advisory Bords with company: Myriad Genetics; Financial Interests, Institutional, Advisory
Board, Member of several Advisory Boards with Company: MSD Merck, Novartis, Pierre Fabre, Pfizer, Gilead, Roche Pharma, Sanofi Aventis,
Menarini Stemline; Financial Interests, Institutional, Advisory Board: Seagen; Financial Interests, Institutional, Advisory Board, Breast Cancer
Patients and Physicians Reported Preference Survey: CD Pharma; Non-Financial Interests, Principal Investigator: MSD, Pfizer, Gilead, Roche
Pharma, Lilly, German Breast Group, IBCSG, ICON, AGO. J. Huober: Financial Interests, Other, Honoraria: Lilly, Novartis, Roche, Pfizer,
AstraZeneca, Gilead, Daiichi Sankyo, Stemline, MSD, AbbVie; Financial Interests, Other, Consulting, advisory relationship: Lilly, Novartis,
Roche, Pfizer, AstraZeneca, Gilead, Daiichi Sankyo, AbbVie; Financial Interests, Other, Travel expenses: Roche, Daiichi Sankyo, Gilead,
AstraZeneca. V. Schaser: Financial Interests, Full or part-time Employment: GBG Forschungs GmbH employee; Financial Interests,
Institutional, Research Funding: AbbVie, AstraZeneca, Celgene, Novartis, Pfizer, Daiichi Sankyo, Gilead, MolecularHealth, Menarini Group,
Greenwich LifeSciences ; Financial Interests, Institutional, Advisory Role: Pfizer, Roche, Novartis, Seattle Genetics, Lilly,
AstraZeneca/MedImmune, Bristol Myers Squibb, AbbVie, Amgen, Diiachi Sankyo, GSK , Eisai Europe, Relay Therapeutics, Sanofi, Olema
Pharmaceuticals, Menarini Group, MSD Oncology, BeiGene, Bicycle ; Financial Interests, Institutional, Speaker’s Bureau: AstraZeneca, Daiichi
Sankyo Europe GmbH, Novartis, Pfizer, Roche, Gilead Sciences, Seattle Genetics, Menarini Group, Agendia, Bayer, Medscape, MSD, Stemline
Therapeutics, Streamedup! ; Financial Interests, Institutional, Other, Patents, Royalties, Other Intellectual Property: Patent Pending
EP14153692.0, Patent Pending EP21152186.9, Patent Issued EP15702464.7, Patent Pending EP19808852.8, Digital Ki67 Evaluator, VM
Scope GmbH. M. Braun: Financial Interests, Advisory Board: AstraZeneca, Gilead, Daiichi Sankyo, Exact Sciences, Lilly, Novartis, Pfizer,
Roche; Financial Interests, Other, Speaker honoraria: AstraZeneca, Daiichi Sankyo, Exact Sciences, Lilly, Novartis, Pfizer, Roche; Financial
Interests, Other, Travel expenses and Congress support: AstraZeneca, Daiichi Sankyo, Gilead, Novartis, Roche. C. Denkert: Financial
Interests, Personal, Advisory Board: MSD Oncology, Daiichi Sankyo, AstraZeneca, VmScope digital pathology software; Financial Interests,
Personal, Invited Speaker: AstraZeneca; Financial Interests, Institutional, Research Grant: Myriad, German Breast Group. J. Blohmer:
Financial Interests, Speaker’s Bureau, Payment for presentations at satellite symposia: AstraZeneca, Daiichi Sankyo, Eisai, Gilead, MSD, Lilly,



Novartis, Pfizer, Roche, Seagen,; Financial Interests, Other, Support for attending meetings and/or travel: AstraZeneca, Daiichi Sankyo,
Gilead, Pfizer, Roche; Financial Interests, Advisory Board: AstraZeneca, Daiichi Sankyo, Eisai, Gilead, MSD, Lilly, Novartis, Pfizer, Roche,
Seagen, . C. Hanusch: Financial Interests, Advisory Board: Novartis, AstraZeneca, Roche; Financial Interests, Speaker’s Bureau: Novartis,
AstraZeneca, Roche. T. Link: Financial Interests, Other, Honoraria for Lectures or presentations: Amgen, Roche, MSD, Novartis, Pfizer, Lilly,
GSK, Gilead, AstraZeneca, Daiichi Sankyo, Stemline, Seagen; Financial Interests, Advisory Board: MSD, Roche, Pfizer, Lilly, Myriad, Eisai, GSK,
Gilead, Daiichi Sankyo, Roche, AstraZeneca; Financial Interests, Other, Support for attending meetings and/or travel:: Pfizer, AstraZeneca,
Gilead, Daiichi Sankyo, Stemline. V. Bjelic-Radisic: Financial Interests, Institutional, Advisory Board: Pfizer, Novartis, Lilly; Non-Financial
Interests, Principal Investigator, Pl of the EORTC Follow Up 16-17 studyPl of EORTC QLQ BR Update study: EORTC; Non-Financial Interests,
Member: EORTC. J. Rey: Financial Interests, Full or part-time Employment: GBG Forschungs GmbH employee; Financial Interests,
Institutional, Advisory Role: Pfizer, Roche, Novartis, Seattle Genetics, Lilly, AstraZeneca/MedImmune, Bristol Myers Squibb, AbbVie, Amgen,
Diiachi Sankyo, GSK , Eisai Europe, Relay Therapeutics, Sanofi, Olema Pharmaceuticals, Menarini Group, MSD Oncology, BeiGene, Bicycle ;
Financial Interests, Institutional, Speaker’s Bureau: AstraZeneca, Daiichi Sankyo Europe GmbH, Novartis, Pfizer, Roche, Gilead Sciences,
Seattle Genetics, Menarini Group, Agendia, Bayer, Medscape, MSD, Stemline Therapeutics, Streamedup! ; Financial Interests, Institutional,
Research Funding: AbbVie, AstraZeneca, Celgene, Novartis, Pfizer, Daiichi Sankyo, Gilead, MolecularHealth, Menarini Group, Greenwich
LifeSciences ; Financial Interests, Institutional, Other, Patents, Royalties, Other Intellectual Property: Patent Pending EP14153692.0, Patent
Pending EP21152186.9, Patent Issued EP15702464.7, Patent Pending EP19808852.8, Digital Ki67 Evaluator, VM Scope GmbH. A.
Schneeweiss: Financial Interests, Research Grant: Celgene, Roche, AbbVie; Financial Interests, Personal, Other, Travel expenses: Celgene,
Roche, Pfizer, AstraZeneca ; Financial Interests, Personal, Other, Honoraria: Roche, Celgene, Pfizer, AstraZeneca, Novartis, MSD, Tesaro,
Lilly, Seagen, Gilead, GSK, Byer, Amgen, Pierre Fabre. All other authors have declared no conflicts of interest.

© European Society for Medical Oncology



	292MO Durvalumab in combination with neoadjuvant chemotherapy in early triple-negative breast cancer (TNBC): Long-term analysis from the GeparNuevo trial
	Background
	Methods
	Results
	Conclusions
	Clinical trial identification
	Legal entity responsible for the study
	Funding
	Disclosure


