Birgitte V. Offersen

Dept Experimental Clinical Oncology, Aarhus University Hospital
Dept Oncology, Aarhus University Hospital

Danish Centre for Particle Therapy, Aarhus University Hospital
Clinical Institute, Aarhus University

Denmark

DBCG Skagen trial 1: Fase Ill randomiseret studie af
hypo- vs standard fraktioneret loco-regional radioterapi
af lymfeknudepositive brystkraeftpatienter

Birgitte V Offersen, Jan Alsner, Hanne M Nielsen, Troels Bechmann, Mette H Nielsen, Ingvil Mjaaland, Claus Kamby, Carine Kirkove, Tamaz Lorincz,
Sami Al-Rawi, Egil B Stgre, Andreas Schreiber, Mechthild Krause, Unn-Miriam Kasti, Louise W Matthiessen, Piotr Kedzierawski, Tanja Marinko, Miia

Mokka, Tanja Skytta, Maj-Britt Jensen, Jens Overgaard on behalf of the DBCG RT Committee

Dept Expt Clinical Oncol, AUH, DK, Danish Centre for Particle Therapy, AUH, DK, Dept Oncol, AUH, DK, Dept Oncol, Lillebaelt Hospital, DK, Dept Oncol, OUH, DK, Dept Oncol, Stavanger UH, N, Dept Oncol,
RH, DK, RT Dept, Université Catholique de Louvain, Cliniques Universitaires St-Luc, B, Dept Oncol, AAUH, DK, Dept Oncol, Zeeland UH, DK, Dept of Clinical Medicine, UiT, The Arctic University of Norway,
N, Dept Oncol, Academic Teaching Hospital Dresden-Friedrichstadt, D, Clinic for RT & Oncol, University Hospital Carl Gustav Carus, D, Dept Oncol, Hospital of Kristiansand, N, Dept Oncol, Herlev &
Gentofte UH, DK, Dept Oncol, Kielce Holycross Cancer Center, PL, Inst Oncol Ljubljana, SI, Dep Oncol, Turku UH, SF, Dep Oncol, Tampere UH, SF, DBCG, RH, DK

@@ :é: CIRRO DBCG Danish Breast Cancer Group



Baggrund for DBCG Skagen trial 1

Udfordring

DBCG Hypo trial 2014: lymfeknde-negative patienter = 50Gy/25fr skiftet til 40Gy/15fr!
Ingen data for patienter med syge lymfeknuder = stadig 50Gy/25fr

DBCG RT Udvalg bekymret for senfglger efter 40Gy/15fr med loco-regional RT

Formal

Introducere moderat hypofraktioneret adjuverende loco-regional RT til hgj-risiko brystkraeftpatienter
kontrolleret og systematisk i Danmark

Hypotese

* 40 Gy/15 fr (2.67Gy/fr) til loco-regional brystkraeft RT gger ikke risiko for 3-ars armlymfgdem
sammenlignet med 50Gy/25fr, og kraeftsikkerheden kompromitteres ikke

'0ffersen BV et al, Jour Clin Oncol, 2020
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Randomisering, 2015-2021

2963 patienter med
h@j-risiko brystkraeft

Loco-regional RT 40Gy/15fr

For details, google the trial protocol: DBCG Skagen trial 1
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Lymfadem, fraktionering & axilkirurgi

N

N=2835, alle patienter

All
A
i = ” 50/25
Baseline n=1401 (100%) -
1] n=1434 (100%) I 40/15
Year 1 [FE] n=1208 (86%)
2] n=1278 (89%)
Year 2 yi7) n=1097 (78%)
PAE] n=1184 (83%)
Year 3 P n=1011 (72%)
n=1060 (74%)
Year 4 Ol n=775 (55%)
n=806 (56%)
Year 5 n=587 (42%)

EE n=606 (42%)

0% 2% 4% 6% 8% 10% 12% 14%  16%

Frequency of lymphedema

D

N=713, fa lymfeknuder

Sentinel Node Biopsy

B
. = 50/25
Baseline n=356 (100%) [ ]
I PR n=357 (100%) I 40/15
vear 1 2B n=328 (92%)
[IF] n=328 (92%)
Year 2 n=309 (87%)

n=149 (42%)

Baseline

0% 2% 4% 6% 8% 10% 12% 14%  16%

Frequency of lymphedema

Median follow up
4.1 ar (IQR 2.9-5.0)

N=2211, mange lymfeknuder

Axillary Lymph Node Dissection

I 50/25
Il 40/15

M n-1045 (100%)
X n=1077 (100%)

B =880 (84%)
EE =950 (88%)

Year 1

EEE] =788 (75%)
EEd n=871 (81%)

Year 2

FPIE] =723 (69%)
n=769 (71%)

Year 3

pWAE] n=552 (53%)
fPI0]  n=594 (55%)

Year 4

n=419 (40%)
EVEE] n-457 (42%)

Year 5

0% 2% 4% 6% 8% 10% 12% 14% 16%
Frequency of lymphedema
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Tllbagefald af kreeft, fraktlonermg

Loco-regional recurrence
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Konklusion, DBCG Skagen trial 1

 Efter 4.1 ar opfelgning: 40Gy/15 gger ikke risikoen for lymfgdem

* Risiko for loco-regionalt og fjernt tilbagefald samt dgd af enhver arsag ikke hgjere med 40Gy/15

* Risiko for dgd af brystkraeft er hgjere med 40Gy/15 sammenlignet med 50Gy/25, ogsa i subgrupper
» 40Gy/15 blev DBCG standard for loco-regional RT 2021

* Analyse planlagt sammen med HYPO G-01 trial (1200 patienter fra Frankrig)

* Vi fglger udviklingen i tilbagefald med laengere opfglgning for at sikre, at/om 40Gy/15 kan
fastholdes som DBCG standard
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Tak!

Patienter

Investigatorer

Deltagende afdelinger

HYPO G-01 gruppen/Sofia Rivera
DBCG RT Udvalg
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