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Dear contributors, colleagues and co-workers,

With the so-called third wave crashing upon many of us, but spring (and with it, vaccination...) finally
approaching and lighting up dark times, I wish to use a short moment to update you all on the
SENOMALC trial. Until March 5, we had together randomised 2377 patients (see following figures),
which makes me sincerely proud of everyone’s engagement despite difficult times. Since the trial is now
in its final enrolment phase, let’s all aim for maximum inclusion rates in order to achieve as strong
data as possible.

You should all have received instructions from your CROs as a preparation to the safety analysis in May
2021. If any open questions remain, please do contact your national CRO.

Recently, a sample of Danish and Swedish radiotherapy plans was scrutinised under the lead of Sara
Alkner (Sweden) and Henrik Dahl Nissen (Denmark), and an abstract submitted to ESTRO. Special
consideration was given to intentional and unintentional irradiation to axillary level I. Data show no
difference in target volumes between randomized groups in Sweden. In Denmark, level I was included in
the surveillance group but not in case of ALND in accordance with national guidelines. Our data show,
however, that level I receives high dose coverage from adjacent fields even if not included in the target
volume. Thus, differences in axillary target volumes should not confound the interpretation of survival
analyses.

...... -

Stay healthy and .keemon'fh{e good work!

,/¥_

Ja Boniface,
for the SENOMAC steering committee and the sponsor Karolinska Institutet.
jana.de-boniface(@ki.se or jana.de-boniface(@capiostgoran.se
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Table: Number of site-specific randomisations as of March 5, 2021
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Please observe that this table only shows those sites that have generated randomisations as of

2021MARS. For a list of all initiated sites, please see the trial homepage.

Site Country Initiation visit First patient in Number of
randomisations

Karolinska Sweden 2015-01-30 2015-02-27 114
Visteras Sweden 2015-03-02 2015-04-14 55
S:t Géran Sweden 2015-03-05 2016-06-07 182
Akademiska Uppsala Sweden 2015-03-12 2016-02-14 47
Sodersjukhuset Sweden 2015-03-18 2015-11-24 137
Orebro Sweden 2015-03-25 2015-10-01 54
Sahlgrenska Sweden 2015-04-23 2015-06-10 104
Lund/Malmé Sweden 2015-05-13 2015-10-13 116
Helsingborg Sweden 2015-05-20 2015-07-23 53
LinkSping Sweden 2015-05-27 2016-11-03 99
Karlstad Sweden 2015-05-28 2015-12-14 41
Lidk&ping/Skdvde Sweden 2015-06-04 2015-10-22 81
Uddevalla Sweden 2015-06-04 2015-09-21 24
Kalmar Sweden 2015-09-02 2016-03-03 19
Vistervik Sweden 2015-09-02 2016-02-18 32
Karlskrona Sweden 2015-09-03 2015-12-14 8
Gévle Sweden 2015-09-10 2015-12-30 46
Sundsvall Sweden 2015-10-15 2015-10-29 61
Umea Sweden 2015-11-19 2016-02-10 59
Halmstad/Varberg Sweden 2015-12-10 2016-02-17 30
Vixjo Sweden 2016-01-14 2016-03-23 40
Aarhus Denmark 2016-11-28 2017-04-25 117
Randers Denmark 2017-09-14 2017-11-07 18
Kdpenhamn Denmark 2016-12-19 2017-04-20 241
Rigshospitalet/Herlev
Jonkoping Sweden 2017-01-20 2017-11-13 40
Kristianstad Sweden 2017-03-20 2017-05-17 43
Boras Sweden 2017-02-20 2018-09-14 9
Aabenraa Denmark 2017-10-12 2017-12-13 69
Odense Denmark 2017-11-22 2018-02-16 45
Esbjerg Denmark 2017-12-12 2018-03-05 13
Viborg Denmark 2017-11-03 2018-03-16 85
Aalborg Denmark 2017-10-10 2018-02-07 87
Bad Langensalza Germany 2018-04-04 2018-05-23 5
Rostock Germany 2018-03-12 2018-06-07 12
Berlin Spandau Germany 2018-04-19 2018-09-07 4
Laiko 1, Athens Greece 2018-06-28 2018-10-12 14
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Vejle Danmark 2018-03-19 2018-11-07 53
Esslingen Germany 2018-02-16 2018-10-26 2
Klinikum Kassel Germany 2018-06-12 2018-11-22 1
Heraklion, Crete Greece 2019-02-19 2019-03-07 9
Athens Euroclinic Greece 2019-12-11 2019-02-12 11
Dresden Germany 2018-05-02 2019-03-01 6
Hanau Germany 2018-05-18 2019-02-12 10
Karlsruhe Germany 2018-07-11 2018-12-18 1
Villingen- Germany 2018-09-10 2018-12-28 1
Schwenningen
Mittelbaden Germany 2018-08-16 2019-03-13 3
Laiko 2, Athens Greece 2018-11-07 2019-05-29 4
San Raffaele Milano Italy 2018-02-01 2019-05-21 4
IEO Milano Italy 2019-05-06 2019-06-06 21
Unna Germany 2018-03-01 2019-05-28 6
Ebersberg Germany 2018-04-10 2019-04-06 2
Stendal Germany 2018-04-25 2019-05-14 1
Wiesbaden St. Josef Germany 2018-06-14 2019-05-03 1
Worms Germany 2018-08-28 2019-05-02 2
Potsdam Germany 2019-06-18 2019-07-01 4
Tiibingen Germany 2019-09-04 2019-09-24 7
Boblingen Germany 2018-07-10 2019-11-07 3
Wiesbaden Asklepios | Germany 2019-11-27 2020-01-28 4
Dresden St. Joseph Germany 2019-10-08 2020-05-18 1
Bochum Germany 2018-02-07 2020-05-05 4
Helena Venizelou Greece 2020-07-30 2020-09-18 2
Brescia Italy 2020-01-20 2020-11-23 2
Schkeuditz Germany 2018-07-06 2020-12-11 2
Bietigheim Germany 2020-09-11 2020-12-16 2
Attikon Greece 2020-06-12 2021-01-22 4
Total 2377




Cumulative Frequency

Figure: Accumulated site-specific inclusion (only sites generating randomisations as of March 8, 2021

are shown).

250

200

100

G834
Sl AYIN
Sl onv
GL AON

a1 934
al AviN

alony

2l g34
2L ony
2L AON

Rando_year_month

0Z AVIA

0z ony
0Z AON

L2834

Page:

5/56

site
== Karalinska == Laiko 1
= \asterds Laiko 2
=== Stdersjukhuset===Heraklion
= S:t Gbran Helena Venizelou
Linképing == Athens Euroclinic
== Akademiska == Attikon
Sahlgrenska = San Raffacle
=== Orebro -—|EO
=== Skéne Brescia
==Helsingborg == Bochum
“~Karlskrona === Esslingen
Skaraborg Unna Katharinen
= Umed = Rostock
== Halland == Bad Langensalza
Uddevalla === Ehershary
w— [Carlstad === Berlin Spandau
== Kalmar == Stendal Johanniter
=—\/astenik == Dresden
== Givle === Hanau
- Sundsvall — Wiesbaden St.
— XD Josef
= Jonktping s Cassel
— Boris === Schkeuditz
=== |istianstad == Béblingen
w— Aarhus == |<arlsruha
=Rigshospitalet ~ Mittelbaden
== Randers — Villingen
Aalborg Schwenningen
=~ Aabenraa — Worms
== (idense — Potedam
~— Esbjerg === Tibingen
—Vibarg _?;::den St
T ph
=Vejle . Wigsbaden
Asklepios

Bietigheim



