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Sehr geehrte Damen undHerren,

in dieser PowerPoint Prasentation finden Sie aktuell offene onkologisch-hdmatologische Studien. Uber Links gelangen Sie in Meniis und dann in die einzelnen Studien.

Verantwortlich fur die Richtigkeit der Studieninformationen ist der jeweilige Hauptprufer (PI). Uber Anregungen, Erganzungen oder Korrekturvorschlage freuen wir uns. Wenden Sie sich bitte

diesbeziiglich an Frau Bohlke, Telefon: 040-7410-57118, E-Mail: i.boehlke@uke.de.

Gern stellen wir Ihnen auch eine Vorlage zur Verfiigung, Giber die Sie uns Informationen fiir zu veroffentlichende Studien bereit stellenkdnnen.

Diese Informationen sind nur fiir den persdnlichen Gebrauch bestimmt. Eine Weitergabe dieser Informationen darf nur mit dem Einverstéandnis der Autoren erfolgen.
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m Studienbaum Bronchial-CA

HAMBURG

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fur Onkologie
PD Dr. med. Andreas Block 040-7410-56305

Prof. Dr. Martin Reck 04102 —601-2101

NSCLC

RET Fusion positiv

adjuvant
ADCA Stadium | / llA, RO-Resektion

Mesotheliom

adjuvant Epitheloid (ggf. biphasisch)

Bitte auch die MO

14.11.2022
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L]
LUK

HAMBURG

NSCLC

Erstlinie

Studienbaum Bronchial-CA

Ansprechpartner im Zentrum fur Onkologie
PD Dr. med. Andreas Block 040-7410-56305

Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

ADCA und PECA sq und non-sq StadiumIll1A und I1I1B

unresctable, locally Stadium 1A undIlIC
Non-sgamous, RET positiv, Stadium [1IB und 1V
LCNEC, Stadium lIB und IV

NSCLC, StadiumIV

ADCA und PECA Stadium IlIB und IV
ADCA und PECA Stadium IIIA undllIC

ADCA, Stadium llIB und IV
ADCA und PECA Stadium IlIB undIV

Stadium IV

ADCA und PECA Stadium IV
ADCA und PECA StadiumllIB - IV

Zweit- und Drittlinie sowie weitere

Bitte auch die MO

14.11.2022
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L]
LUK

HAMBURG

NSCLC

Zweitlinie

Zweit- u. Drittlinie

Andere
Therapielinie

Ab Drittlinie

SCLC

Bitte auch die MO

14.11.2022

Studienbaum Bronchial-CA

Ansprechpartner im Zentrum fir Onkologie
PD Dr. med. Andreas Block 040-7410-56305

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

nur ADCA EGFR Mutation, T790M positiv Stadium [1IB und 1V
ADCA, nur bei KRAS G12c, Stadium IlIC und IV

Nach definitiver Therapie, Stadium IB bis IlI1A

ADCA und PECA, MET exon 14 skipping mutation

ADCA und PECA Stadium IlIB und IV

ADCA und PECA Stadium HIC und IV

Stadium 1B und IV

© Block/Bohlke Version 12.0

Prof. Dr. Martin Reck 04102 —601-2101
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

w Studienbaum Bronchial-CA I

Ein Kompetenznetzwerk des UKE

HAMBURG

Ansprechpartner im Zentrum fur Onkologie

PD Dr. med. Andreas Block 040-7410-56305 Prof. Dr. Martin Reck 04102 —601-2101
SCLC
extensive disease StadiumIV %ﬁ 0119 GroBhansdorf
extensive disease Stadiumlll
G043104 Grol3hansdorf
Erstlinie ES-SCLC, Stadium IV MK-7684A-008/ ot
KEYVIBE-008
alle Lungentumore, NIS Biomarker Info Er. Axenfeld rofhanedort
Register 04102 / 601-2457
NSCLCADCAund PEC IAbis IV, NIS rofhanedort
Vergleich PD-L1 Expression Zyto versus Histo, Korrelation mit zirkulierenden Info DZL / Dr. Abdo
Biomarkern, reine Gewebeuntersuchungen 04102 /601-2412
o | ittlini . .

Bitte auch die MO

14.11.2022
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

w Studienbaum Osophaguskarzinom I

Ein Kompetenznetzwerk des UKE

HAMBURG

Ansprechpartner im Zentrum fir Onkologie

PD Dr. Andreas Block Tel.: 040-7410-55470
PD Dr. Marianne Sinn  Tel.: 040-7410-70434

Osophaguskarzinom + Gastrodsophagaler Ubergang —resektabel

Osophagus — irresektabel oder metastasiert

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET —Studientberprifen!

14.11.2022 .
© Block/Bohlke Version 12.0 Entitaten



’ Studienbaum
m Osophaguskarzinom |
e (Irresektabel oder metastasiert)

Ansprechpartner im Zentrum fir Onkologie

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

PD Dr. Andreas Block Tel.: 040-7410-55470
PD Dr. Marianne Sinn  Tel.: 040-7410-70434

Adeno Ca. > siehe auch Pfad Magenkarzinom
metastasiert / lokal
fortgeschritten
PEC > RAMOS Rekrutierung am 22.06.21 beendet

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET — Studien tberpriufen!

14.11.2022 "
© Block/Bohlke Version 12.0 Entitaten



I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

w Studienbaum Magenkarzinom I

- Ein Kompetenznetzwerk des UKE
HAMBURG p

Ansprechpartner im Zentrum fir Onkologie

PD Dr. Andreas Block Tel.: 040-7410-55470
PD Dr. Marianne Sinn  Tel.: 040-7410-70434

5 lokal (resektabel

Gastroosophagealer
Ubergang ——— nicht resektabel / metastasiert
» lokal (resektabel
Magen Ca.

» nicht resektabel / metastasiert

Bitte auch die Mdglichkeit eines Studieneinschlusses in die BASKET — Studien Uberprifen!

14.11.2022 "
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w Studienbaum Magenkarzinom +
Gastroosophagealer Ubergang —resektabel

HAMBURG

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fiir Onkologie

PD Dr. Andreas Block Tel.: 040-7410-55470
PD Dr. Marianne Sinn  Tel.: 040-7410-70434

Magenkarzinom / HER 2 negativ MOONLIGHT HOPE*

gastrodsophagealer

Ubergang (GEJ) DANTE HOPE*
MUC 17 positiv. — >  AMG 199-201 80 290 UKE*

resektabel » Vestige UKE*

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET —Studieniberprifen!

* UKE= Universitatsklinikum Hamburg Eppendorf-1Il. Medizinische Klinik, HOPA = Hamatologisch Onkologische Praxis Altona,
HOPE = Hamatologisch Onkologische Praxis Eppendorf

: Zuriick zur Ubersicht Studienbaum Magenkarzinom

14.11.2022 o
© Block/Bohlke Version 12.0 Entitaten



w Studienbaum C")sophaguskarzinom +
Gastroosophagealer Ubergang —resektabel

HAMBURG

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fiir Onkologie

PD Dr. Andreas Block Tel.: 040-7410-55470
PD Dr. Marianne Sinn  Tel.: 040-7410-70434

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET — Studientberprtfen!

* UKE= Universitatsklinikum Hamburg Eppendorf-1l. Medizinische Klinik, HOPA = Hamatologisch Onkologische Praxis Altona,
HOPE = Hamatologisch Onkologische Praxis Eppendorf

} Zuriick zur Ubersicht Studienbaum Magenkarzinom

14.11.2022 o
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Studienbaum Magenkarzinom +
| UK Gastrodsophagealer Ubergang —nicht resektabel/ |
HAMBURG metastaSIert Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fiir Onkologie

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

PD Dr. Andreas Block Tel.: 040-7410-55470
PD Dr. Marianne Sinn  Tel.: 040-7410-70434

Osophagus Ca —> derzeit keine Studie verfiigbar
metastasiert
Erstlinie Adenokarzinom Mateo HOPE*
metastasiert . RAMIRIS HOPE*
Zweitlinie
me_ta_st_aSIert > derzeit keine Studie verfugbar
Drittlinie
Erhaltu ngstherapie > derzeit keine Studie verfligbar

* UKE= Universitatsklinikum Hamburg Eppendorf-Il. Medizinische Klinik, HOPA = Hamatologisch Onkologische Praxis Altona,
HOPE = Hamatologisch Onkologische PraxisEppendorf

Bitte auch die Mdglichkeit eines Studieneinschlusses in die BASKET —Studientberprufen!

} Zuriick zur Ubersicht Studienbaum Magenkarzinom

14.11.2022 o
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

lle Studienbaum kolorektales Karzinom I

Ein Kompetenznetzwerk des UKE

HAMBURG

Ansprechpartner im Zentrum fir Onkologie

PD Dr. Andreas Block Tel.: 040-7410-55470
PD Dr. Marianne Sinn  Tel.: 040-7410-70434

nicht metastasiert _
_ — liver only
Kolorektales Karzinom — — firstline ——
) L firstlin 1l
metastasiert . secondline
L salvage

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET — Studien tberpriufen!

14.11.2022 "
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lle Studienbaum kolorektales Karzinom

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

HAMBURG
Ansprechpartner im Zentrum fiir Onkologie
PD Dr. Andreas Block Tel.: 040-7410-55470
PD Dr. Marianne Sinn  Tel.: 040-7410-70434
lokal fortgeschritten
—  Rektumkarzinom > derzeit keine Studie
KRK I
lokalisiert
Kolorektales
— KarzinomPIK3CA > derzeit keine Studie
mutiert
Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET — Studien Uberprifen!
* UKE= Universitatsklinikum Hamburg Eppendorf-1l. Medizinische Klinik, SOH = Schwerpunktpraxis Onkologie Hamatologie
HOPA = Hamatologisch Onkologische Praxis Alton
: zurtick zur Ubersicht Kolorektales Karzinom
14.11.2022
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

F Studienbaum — nicht resektabel / metastasiert
IME - firstline Kolorektales Karzinom

Ein Kompetenznetzwerk des UKE

HAMBURG

Ansprechpartner im Zentrum fiir Onkologie

PD Dr. Andreas Block Tel.: 040-7410-55470
PD Dr. Marianne Sinn  Tel.: 040-7410-70434

RAS-Wildtyp >  EREd
. UKE* HOPA*
BRAFV600E-Mutation P> derzeit keine Studien

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET — Studien tberpriufen!

* UKE= Universitatsklinikum Hamburg Eppendorf-1I. Medizinische Klinik, HOPE = Hamatologisch Onkologische Praxis Eppendorf
HOPA = Hamatologisch Onkologische Praxis Altona, SOHB = Schwerpunktpraxis Onkologie Hamatologie Ballindamm

: zuriick zur Ubersicht Kolorektales Karzinom

14.11.2022 o
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

& Studienbaum - metastasiert - firstline I
Kolorektales Karzinom

Ein Kompetenznetzwerk des UKE

HAMBURG

Ansprechpartner im Zentrum fiir Onkologie

PD Dr. Andreas Block Tel.: 040-7410-55470
PD Dr. Marianne Sinn  Tel.: 040-7410-70434

Erhaltungstherapie

nicht resektables KRK PanaMa
RAS-Wildtyp, 5-FU/FA+/-Panitumab > HOPE

Bitte auch die Mdglichkeit eines Studieneinschlusses in die BASKET —Studientberprufen!

* UKE= Universitatsklinikum Hamburg Eppendorf-1l. Medizinische Klinik. HOPE = Hamatologisch Onkologische Praxis Eppendorf

: zuriick zur Ubersicht Kolorektales Karzinom

14.11.2022 "
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Studienbaum - metastasiert —
llm Zweitlinientherapie [
Kolorektales Karzinom

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fiir Onkologie

PD Dr. Andreas Block Tel.: 040-7410-55470
PD Dr. Marianne Sinn  Tel.: 040-7410-70434

chemorefraktar Zur Zeitkeine
Studien

v

. ! Drittlinie
Metastasiertes kolorektales Karzinom

v

MEFOX

v

Can stem 303C HOPE*

Bitte auch die Moéglichkeit eines Studieneinschlusses in die BASKET — Studien tberpriufen!

: zuriick zur Ubersicht Kolorektales Karzinom

14.11.2022 "
© Block/Bohlke Version 12.0 Entitaten



I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

llxﬁ Studienbaum Pankreaskarzinom [

Ein Kompetenznetzwerk des UKE

HAMBURG

Ansprechpartner im Zentrum fir Onkologie

PD Dr. Andreas Block Tel.: 040-7410-55470
PD Dr. Marianne Sinn  Tel.: 040-7410-70434

lokalisiert

Pankreas Ca

metastasiert

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET — Studien tberpriufen!

14.11.2022 "
© Block/Bohlke Version 12.0 Entitaten



w Studienbaum I
Pankreaskarzinom - lokalisiert

HAMBURG

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fiir Onkologie

PD Dr. Andreas Block Tel.: 040-7410-55470
PD Dr. Marianne Sinn  Tel.: 040-7410-70434

— resektabel > PROJECTION
PankreasCa
lokalisiert
LAPC g —NH%?E';AP

(nicht priméar resektabel)

Zur Zeitkeine
Studien

Bitte auch die Mdglichkeit eines Studieneinschlusses in die BASKET —Studientberprifen!

* UKE= Universitatsklinikum Hamburg Eppendorf-1I. Medizinische Klinik, HOS = Hamatologie Onkologie Schnelsen, HOPE = Hamatologisch Onkologische
Praxis Eppendorf

14.11.2022 "
© Block/Bohlke Version 12.0 Entitaten



B
UK

HAMBURG

Studienbaum I
Pankreaskarzinom - metastasiert

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fiir Onkologie

PD Dr. Andreas Block Tel.: 040-7410-55470
PD Dr. Marianne Sinn  Tel.: 040-7410-70434

PankreasCa

> zur Zeit keineStudie

metastasiert

Bitte auch die Mdglichkeit eines Studieneinschlusses in die BASKET — Studien Uberprifen!

* UKE= Universitatsklinikum Hamburg Eppendorf-Il. Medizinische Klinik, HOPE = Hamatologisch Onkologische Praxis Eppendorf

14.11.2022

© Block/Bohlke Version 12.0 Entitaten



w StUdIenbaum I I Hu_berltl:ls Wald Tumorzentrum
Cholangioze”u”ares KarZinom Unlvermta;resCancerCenterHamburg
HAMBURG in Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fiir Onkologie

Dr. med. Kornelius Schulze Tel: 01522-281 7169
PD Dr. Marianne Sinn Tel.: 040-7410-70434

—— resektabel » ACTICCA-1
» MK-3475-966 (Keynote 966)

Cholangio CA

1stline

- |extrahepatic, bilde ductobstruction |—> M

I metastasiert —— __|intrahepatic, FGFR2 Gene Fusion+, —» FIDES-01
Mutation+/Amplification+ _—

—— 2ndline » NALIRICC

Bitte auch die Mdglichkeit eines Studieneinschlusses in die BASKET — Studien Uberprifen!

14.11.2022 "
© Block/Bohlke Version 12.0 Entitaten



w Studienbaum I
Neuroendokrine Tumoren/Karzinome

HAMBURG

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fiir Onkologie
PD Dr. med. Jorg SchraderNET

GEP-NET Inoperabel, progressiv, SSTR + zur Zeit keineStudie

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET — Studien tberpriufen!

14.11.2022 "
© Block/Bohlke Version 12.0 Entitaten



I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

L] |
m Studienbaum CML I

Ein Kompetenznetzwerk des UKE

HAMBURG

Ansprechpartner im Zentrum fiir Onkologie

Dr. Philippe Schafhausen Tel.: 040-7410-57122

Primartherapie Neu diagnostizierte CML in chronischerPhase zur Zeit keineStudie

tiefemolekulare

Remission S .
_ Vorbehandelte (Nilotinib, Dasatinib) CML zur Zeit keineStudie
Folgetherapie
zur Zeit keineStudie
intolerant/
refraktar

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET —StudienUberprifen!

14.11.2022 "
© Block/Bohlke Version 12.0 Entitaten




I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

w Studienbaum Keimzelltumore I

Nichtseminome und Seminome

- Ein Kompetenznetzwerk des UKE
HAMBURG P

Ansprechpartner im Zentrum fir Onkologie

Prof. Dr. Carsten Bokemeyer Tel.: 040-7410-52960
PD Dr. Christoph Seidel Tel.: 01522-2817710
Dr. Christoph Oing Tel..040-7410-0
PD Dr. Gunhild vonAmsberg Tel.: 040-7410-53962
Primartherapie > Seminom IIA/B S SAKK 01/18

Salvagetherapie

A 4

Seminom / Nichtseminom

v

Bitte auch die Moéglichkeit eines Studieneinschlusses in die BASKET — Studien tberprifen!

GOP-Register Ansprechpartner PD Dr. Christoph Seidel 01522-2817710 c.seidel@uke.de
Mikro-RNA-Studie Ansprechpartner Dr. Christoph Oing 040-7410-52358 c.oing@uke.de

14.11.2022 o
© Block/Bohlke Version 12.0 Entitaten
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Studienbaum

w I I Hubertus Wald Tumorzentrum
Universitares Cancer Center Hambur;
Kopf-Hals Tumore (SCCHN) g
HAMBURG petenznetzwerk des UKE
Ansprechpartner im Zentrum fiir Onkologie
Dr. Philippe Schafhausen Tel.: 040-7410-57122
Plattenepithelkarzinom ». EORTC-1420-HNCG-ROG
des Mundraums (Best of 1420)
Locoregional advanced, » MK 3475-689
Stage llI-IVAHNSCC
Squamous Cell Carcinoma
Recurrenceand/or 2nd and 3rd (SCCHN) ——» EOCUS
metastatic line — » BURAN
_ Squamous CellCarcinoma » TrilvnX (Debio 1143)
Locally advanced > (SCCHN)
Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET —Studientberprifen!
14.11.2022
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

lle Studienbaum MDS [

HAMBURG

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fur Onkologie

Dr. Philippe Schafhausen Tel.: 040-7410-57122
Dr. Anne Marie Asemissen Tel.:040-7410-0

IPSS low or Intermediar-1risk zur Zeit keine
Studievorhanden

Intermediéar — highrisk zur Zeit keine

Studievorhanden

High risk

= BGBCO003

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET — Studien tberpriufen!

14.11.2022 "
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Studienbaum

B
UK

Morbus Hodgkin

Priméartherapie — Intermediares Risiko

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fiir Onkologie

Prof. Dr. Judith Dierlamm Tel.: 040-7410-59782

—— early-stage

A\A 4

\ 4

— advancedstage

w

Rezidivtherapie —j

v

v

Zur Zeitkeine
Studien

Zur Zeitkeine
Studien

HD 21 *UKE  SOH

Zur Zeitkeine
Studien

Zur Zeitkeine
Studien

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET —StudienUberprifen!

* UKE= Universitatsklinikum Hamburg Eppendorf-1l. Medizinische Klinik, HOS = Hdmatologie Onkologie Schnelsen, SOH = Schwerpunktpraxis Onkologie Hamatologie

HOPA = Hamatologisch Onkologische Praxis Alton

HOPA

14.11.2022
© Block/Bohlke Version 12.0
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

L]
m Studienbaum MPN I

Ein Kompetenznetzwerk des UKE

HAMBURG

Ansprechpartner im Zentrum fiir Onkologie

Dr. Philippe Schafhausen Tel.: 040-7410-57122
PD Dr. Gunhild von Amsberg Tel.: 040-7410-53962

Derzeit keine Studie verflgbar

v

Patienten mit Primarer and SekundarerMyelofibrose

v

Derzeit keine Studie verfligbar

Polycythemia vera (PV) oderr essentielle Thrombocythemia (ET)

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET — Studien tberpriufen!

14.11.2022 "
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

K Studienbaum I
w Multiples Myelom

- Ein Kompetenznetzwerk des UKE
HAMBURG p

Ansprechpartner im Zentrum fir Onkologie

Prof. Dr. Katja Weisel Tel.: 040-7410-58787

newly diagnosed | , ZurZeitkeine
SMM I Studievorhanden

> DREAMM-9

A 4

transplant non-eligible f—— Standardrisiko

vorribergehender Rekrutierungsstop

newly
diagnosed MM

zur Zeit keine

— » Hochrisiko———» .
Studievorhanden

A

transplant-eligible

zur Zeit keine
Studievorhanden

——— Standardrisikko ——

| rezidividiviert / |
refractory MM

RRMM = rezidiv. und/oderrefraktires
MM: siehe Folgeseite

Bitte auch die Moéglichkeit eines Studieneinschlusses in die BASKET — Studieniberprifen!

14.11.2022 -
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Studienbaum I

' /
m Multiples Myelom

HAMBURG

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fir Onkologie

> CC-220-MM-001

reZIdlv:.und/oder Prof. Dr. Katja Weisel Tel.: 040-7410-58787
refraktares MM

CC-92480-MM-002

v

ab 1. /2.Rezidiv

> ARROW-2
> LYNX 54767414MMY 2065
ab 2. Rezidiv, t (11;14)
positiv, min. 2 Zyklen
proteasome Inhibitor, min >
2 Zyklen Lenalidomide u.
Lenalidomide refraktar
R-1SS3 und Frihrezidiv < >  Bb2121-MMO002 - KARMMA-2

1 Jahr nachHD-MEL

rezidiv. und/oder refraktares
MM
> 3 Vortherapien

14.11.2022 "
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

K Studienbaum I
m Multiples Myelom

- Ein Kompetenznetzwerk des UKE
HAMBURG p

Ansprechpartner im Zentrum fir Onkologie

Prof. Dr. Katja Weisel Tel.: 040-7410-58787

Bb2121-MMO002 - KARMMA-2

v

RRMM |
> 3 Vortherapien I

> DREAMM 3 (inVorbereitung)
»——— > DREAMM5
> TRIMM (inVorbereitung)

Bitte auch die Mdglichkeit eines Studieneinschlusses in die BASKET —Studientberprufen!

14.11.2022 "
© Block/Bohlke Version 12.0 Entitaten



I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

& Studienbaum I
NHL

HAMBURG

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fiir Onkologie

Prof. Dr. med. Judith Dierlamm Tel.: 040-7410-59782

Rezidiviert oder
refraktares NHL

Zur Zeitkeine
Studien

v

Rezidiviert oder
refraktares DLBCL

Pola-R-ICE Initierung am 31.08.2022

v

Neu diagnostiziertes
DLBCL

v

COPA-R-CHQOP Initiierung am 04.08.2022

Bitte auch die Mdglichkeit eines Studieneinschlusses in die BASKET —Studientberprifen!

14.11.2022 .
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

w Studienbaum :
HAMBURG ZNS'NHL

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fir Onkologie

Dr. med. Winfried Alsdorf Tel.: 040-7410-0

OptiMATe

v

Primary

Bitte auch die Mdglichkeit eines Studieneinschlusses in die BASKET —Studientberprifen!

14.11.2022 s
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

w Studienbaum I
| Sarkome

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fir Onkologie

Dr. med. Jana Kathe Striefler Tel. 040/7410-53674

derzeit keine Studie vorhanden

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET — Studien tberpriufen!

14.11.2022 -
© Block/Bohlke Version 12.0 Entitaten



I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

F Studienbaum I
- UK3 ALL

HAMBURG

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fiir Onkologie

Prof. Dr. Walter Fiedler  Tel.: 040-7410-53919

Zurzeit keine Studie

A 4

Primartherapie

Zweitlinie
MRD-positive CD 19 positiv
B-precursorALL

A 4

GMALL-MOLCAT1-BLINA

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET — Studien tberpriufen!

14.11.2022 o
© Block/Bohlke Version 12.0 Entitaten



w Studienbaum I
Dermatologische Neoplasien

HAMBURG

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fiir Onkologie

Prof. Dr. Christoffer Gebhardt Tel.: 040-7410-57626

Thomas Haalck Tel.: 040-7410-52848
. > MSD V940-001 G042273
— Adjuvant
> KEYVIBE-010
1st line
Melanom — > BMX CA224-127 / Relativity-127
) > Genentec GO42273
Fortgeschrittene |
(inoperabel /metastasiert) > Pfizer Portside C4221023
> 2ndline=— > Immunocore IMCgp100-203
> Agenus C800-23
cSCC-Studien
Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET — Studien tberpriufen!
14.11.2022
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llm Studienbaum I

I Hubertus Wald Tumorzentrum

Universitéres Cancer Center Hamburg
HAMBURG Dermatologische Neoplasien

Ansprechpartner im Zentrum fir Onkologie
Prof. Dr. Christoffer Gebhardt Tel.: 040-7410-57626
Thomas Haalck Tel.:040-7410-52848

Adjuvant > MK-3475-630/KEYNOTE-630
cSCC —— 1stline >
Fortgeschritten

Istline

derzeit keine Studien

v

(imoperabel / metastasiert)

2nd line /later

v

14.11.2022 e
© Block/Bohlke Version 12.0 Entitaten



w Studienbaum
Nebenwirkungen onkologischer Therapien

HAMBURG

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Zur Zeit wird keine Studieangeboten!

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET — Studien tberpriufen!

14.11.2022 "
© Block/Bohlke Version 12.0 Entitaten



B
UK

HAMBURG

invasives Harnblasenkarzinom

Fortgeschrittenes/ metastasiertes
Karzinom des Harntrakts

Studienbaum
Urothel-Harnblasenkarzinome

Cisplatin-ineligible

Cisplatin-ineligible PD-L1 positiv /
Platinum-ineligible of any PD-L1 status

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fiir Onkologie

PD Dr. Michael Rink Tel.: 040-7410-54779
PD Dr. Gunhild von Amsberg Tel.: 040-7410-53962

CA045-009

Zur Zeit keine Studien

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET —Studientberprifen!

14.11.2022

Entitaten



I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

w Studienbaum I
TS Prostata-Ca

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum ftir Onkologie
PD Dr. Gunhild von Amsberg Tel.:040-7410-53962

Ansprechpartner in der Martiniklinik

Prof. Dr. Thomas Steuber Tel.: 040-7410-54776

Lokalisiertes > PRO FOCUS
Prostata-Ca mittlere Risikogruppe, geplante RRP / DVRP
> PREDICT
Metastasiertes,
Kastrationsrefraktares »  ADAM
Prostata-Ca > X1L184-315
MCRPC > UC02-PSMA-01
Metastasiertes, nach radikaler Prostatektomie R ProsTone
Hormon-sensitives  —— Rezidiv, PSMA — _
Prostata-CamHSPC PET positiv »  BioPoP
: : > AT-Reaqist
Biomarkerstudien und e
Anwendungs- > PRIAS
beobachtungen »  Penile Rehabilitation

Bitte auch die Moéglichkeit eines Studieneinschlusses in die BASKET — Studien tberprifen!

14.11.2022 -
© Block/Bohlke Version 12.0 Entitaten



K Studienbaum
IME Primares Mamma-Ca

- Ein Kompetenznetzwerk des UKE
HAMBURG p

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ansprechpartner im Zentrum fir Onkologie

Prof. Dr. Volkmar Muller Tel.: 040-7410-50228 Silke Kafl3ner, Tel.: 040-44190 669
—» operativ ———»
Primares
Mammakarzinom —— —» Register > BCP (breast cancer pregnancy) UKE
——> Triple negativ > neoMono
UKE
» Systemisch >

Trudy (DESTINY-Breast 05)

—>HER2 positiv

— HR + /HER2 negativ > ADAPTcycle cbka/e Inhibitor (Ribociclib)
~—»HR % /HER2 negativ —> ASCIA

Metastasiertes
Mammakarzinom

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET —Studientberprifen!

UKE-= Universitatsklinikum Hamburg Eppendorf-1l. Medizinische Klinik, SOH = Schwerpunktpraxis Onkologie Hamatologie, HOPE = Hamatologisch Onkologische Praxis Eppendorf,

14.11.2022 Entitaten



w Studienbaum I
Metastasiertes Mamma-Ca

HAMBURG

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fur Onkologie

Prof. Dr. Volkmar Miiller Tel.: 040-7410-50228 Silke Kal3ner, Tel.: 040-44190 669
*DETECTV CTC UKE, SOH
— Her2 positiv > HER2CIimbO2 Tucatinib + T-DM1 UKE
»DestinyBreast-12 Trastuzumab Deruxtecan  UKE
> acelERA
— Her2negativ — » CapiTello AKT-inhibitor UKE
Metastasiertes
> -
Mammakarzinom BO41843 6pc-9545 UKE
> Ameera-b5
_, PMBC-Register UKE
—>» Register —_—t PRAEGNANT-Re iSter UKE
» PRO B UKE
—> Triplenegativ — > EPIK-B3
Fatigue unter Taxan- B

REPO 121 Initiierung Ende Februar

Monotherapie

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET —Studientberprifen!

UKE-= Universitatsklinikum Hamburg Eppendorf-1l. Medizinische Klinik, SOH = Schwerpunktpraxis Onkologie Hamatologie, HOPE = Hamatologisch Onkologische Praxis Eppendorf,

14.11.2022 "
© Block/Bohlke Version 12.0 Entitaten



w Studienbaum
Gynakologische Tumore

HAMBURG

Hubertus Wald
Tumorzentrum
I I Hubertus Wald Tumorzentrum
: Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fiir Onkologie
Dr. Jan Dieckmann Tel.:040-7410-50505

Ovarialkarzinom

Zervix Karzinom

Endometriumkarzinom

Silke Kal3ner, Tel.: 040-44190 669

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET — Studien tberpriufen!

14.11.2022
© Block/Bohlke Version 12.0

Entitaten



L]
LUK

HAMBURG

Ovarialkarzinom

Prof. Dr. B. Schmalfeldt
Prof. Dr. L. Woélber

Ansprechpartner im Onkologischen Zentrum

Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Silke Kal3ner, Tel.: 040-44190 669

> AGO-OVAR 23 / DUO-0O UKE
Primares Ovarialkarzinom »  Systemtherapie »  NOGGO ov42 — MAMOC UKE
> AGO-OVAR 2.29 UKE,
Ovarialkarzinom-Rezidiv »  Systemtherapie » AGO-OVAR 2.31 /ORE UKE
———»  MIRASOL UKE,
14.11.2022 -
© Block/Bohlke Version 12.0 Entitaten




P . .
m Zervix- und Vulvakarzinom

HAMBURG

v

Zervixkarzinom

\ 4

Zervixkarzinom — Rezidiv

Vulvakarzinom:
Registerstudie zur pelvinen
Lymphonodektomie

Ansprechpartner im Onkologischen Zentrum
Prof. Dr. B. Schmalfeldt
Prof. Dr. L. Wélber

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Silke Kal3ner, Tel.: 040-44190 669

CIN2 /CINS

Systemtherapie

Vakzinierung +
Systemtherapie

» Cevira
— AGO — ZX 3/ BEAT cc UKE,
[ SN MSD MK3475A-18 ENGOT — Cx11 UKE
» Vaccinbody C-02 UKE
> AGO —VOP2 UKE

14.11.2022

© Block/Bohlke Version12.0

Entitaten




B
UK

HAMBURG

Primares
Endometriumkarzinom

Endometriumkarzinom -
Rezidiv

Endometriumkarzinom

v

operativ

v

v

Systemtherapie

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Onkologischen Zentrum
Prof. Dr. B.Schmalfeldt
Prof. Dr. L. Wélber

AGO-OP 6 ECLAT

ENGOT — EN6 —-RUBY

14.11.2022

© Block/Bohlke Version 12.0
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w Studienbaum |
Hepatocellulares-Ca

HAMBURG

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fir Onkologie

Dr. med. Kornelius Schulze Tel: 01522-281 7169

fortgeschritten » CheckMate 9DW
adjuvant » MK-3475-937 (Keynote 937)
14.11.2022

© Block/Bohlke Version 12.0 Entitaten



& Studienbaum I

— Nierenzell-Ca

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fir Onkologie

PD Dr. Michael Rink Tel.: 040-7410-54779
PD Dr. Gunhild von Amsberg Tel.: 040-7410-53962

Adjuvante Situation

. MK-3475-564/Kevnote-564

— Erstlinientherapie

A 4

CANTAIA

metastasiert —— Zweitlinie Nach VEGF

> CASSIOPE

— Drittlinie Nach TKI

Derzeit keine Studie vorhanden

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET —Studientberprifen!

14.11.2022

© Block/Bohlke Version 12.0 Entitaten



I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

& Studienbaum I
Hirntumoren

HAMBURG

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum ftir Onkologie

Prof. Dr. Manfred Westphal Tel.: 040-7410-53750
Prof. Dr. Judith Dierlamm  Tel.: 040-7410-59782

AnapIaStlc —_— progress/recur after Iradiation and adjuvant ; STELLAR (OrbUS)
Astrocytoma Temozolamide
(AA)

> EGFRvIIl positive —  » Zur Zeit keine Studie

. . vorhanden

Gliome Neudiagnose —— orne |

> clinical indication for TTFields R Zur Zeit keineStudie

treatment vorhanden
2 max. 1 vorhergehende Therapie B Zur Zeit keineStudie

- vorhanden

Nach Rezidiv —

—» max. 2 vorhergehende Therapien inclusive 1-2 Resektionen —_ Zur Zeit keineStudie

vorhanden

Bitte auch die Mdglichkeit eines Studieneinschlusses in die BASKET — Studien Gberprifen!

14.11.2022 e
© Block/Bohlke Version 12.0 Entitaten



& Studienbaum
AML

HAMBURG

Alle AML-Patienten werden in dieAML-Registerstudieaufgenommen!

v

— > Acute Promyeloic Leukemia
—» AML/MDS
- » AML/MDS-EB2 FLT-Mutation

v

Priméartherapie —

v

> AML / MDS excess blast-2 IDH1 oder IDH2 Mutation

v

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fiir Onkologie

Prof. Dr. Walter Fiedler  Tel.: 040-7410-53919

AbbVieM20-866

AMLSG 29-18 HOVON 150

AML Intermediate/adverse genetics > AMLSG 30-18

— Sekundar AML nachMPN > KRT232-104
Relapse/ -
refraktar Intermediate-2 High risk > DArt CP-MGD006-01

> AML FLT3+ - TL-895-203

(CD1234) > UC02-123
AML morphologic remission with R WINK
measurable residual disease " B
19.02.2024 .
© Block/Bohlke Version 12.0 Entitaten



I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

ﬁ Studienbaum I
CLL

HAMBURG

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fir Onkologie

Dr. Simon Schliffke Tel.:040-7410-0

Derzeit keine Studien vorhanden

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET — Studien tberpriufen!

* UKE= Universitatsklinikum Hamburg Eppendorf-Il. Medizinische Klinik, HOS = Hdmatologie Onkologie Schnelsen

14.11.2022 -
© Block/Bohlke Version 12.0 Entitaten



I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

w Studienbaum zellulare Therapien I

HAMBURG Ein Kompetenznetzwerk des UKE
Ansprechpartner im Zentrum fir Onkologie
Prof. Dr. med. Katja Weisel Tel.: 040-7410-58787
Prof. Dr. med. Gunhild von Amsberg Tel.: 01522-281 5585
Prof. Dr. med. Walter Fiedler Tel.: 040-7410-53919
Dr. med. Winfried Alsdorf Tel.: 01522-281 7664
Dr. med. Panagiotis Karagiannis Tel: 01522-2815219
AML/ALL (CD 123+) rezidiviert/refraktar
> UCc02-123
Prostata-Ca PSMA+, metastasiert, Standardtherapien ausgeschdpft
> UC02-PSMA-01

MAGE A4/A8+, Standardtherapienausgeschdpft

] > IMA201-101
Solide Tumore | |
Ic—)lngfenotypA - | PRAME +, Standardtherapien ausgeschopft
> IMA203-101
Solide Tumore CLAUDIN 6 +, Standardtherapien ausgeschopft R BNT 211

14.11.2022 -
© Block/Bohlke Version 12.0 Entitaten



I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

w Studienbaum I
HAMBURG GIST—Tumoren

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fir Onkologie

PD Dr. Marianne Sinn Tel.:040-7410-0

zurzeit keine Studievorhanden

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET — Studien tberpriufen!

14.11.2022 "
© Block/Bohlke Version 12.0 Entitaten



I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

| JK Studienbaum
m . |
T Dinndarm-Tumoren

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fir Onkologie

PD Dr. Andreas Block Tel.: 040-7410-55470
PD Dr. Marianne Sinn  Tel.: 040-7410-0

zurzeit keine Studievorhanden

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET — Studien tberpriufen!

H e SRlogkBNlke oo 0 Entitéten



B
LUK

HAMBURG

CuP

Thrombose

Solide Tumoren

Solide Tumoren/Lymphome

Studienbaum
Entitatstibergreifende Studien

v

v

v

A 4

A 4

Immuntherapiesensible solide Tumoren oder Lymphome mit PD

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fir Onkologie

PD Dr. Andreas Block Tel.: 040-7410-55470

zur Zeit keine Studie

CONKO11

Tapistry (BO41932)
GEM3PSCA-01
AFM24-101

nach Checkpoint-Blokade Therpie mit klinischem Benefit > PH-IL121.19L19-01/19 - Dodekin
(CR/PR/SD)
Psychoonkologisches fur schwerkranke Krebspatienten CALM
Interventionsprogramm B
Junge Menschen zwischen 15 und 39 Jahren
. . nach Uberstandener Krebserkrankung
Pravention »  CARE for CAYA

Versorgungsforschung

© Block/Bohlke Version 12.0



K Studienbaum
IME - metastasiert - Kolorektales Karzinom

HAMBURG

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fiir Onkologie

PD Dr. Andreas Block Tel.: 040-7410-55470
PD Dr. Marianne Sinn  Tel.: 040-7410-70434

Primartumormanagement

asymptomatischer Primartumor mit
synchronen irresektablen Metastasen

5 Zur Zeit keineStudien

v

Fortgeschrittenes Colorectales Ca MEFOX

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET — Studien tberpriufen!

14.11.2022 —
© Block/Bohlke Version 12.0 Entitaten



w Studien der padiatrischen I
Onkologie und Hamatologie

HAMBURG

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fur Onkologie

Kay Witetschek Tel.: 040-7410-56822

Studien und Registerstudien der GPOH

http://www.kinderkrebsinfo.de/e1676/e9032/index ger.html

14.11.2022 -
© Block/Bohlke Version 12.0 Entitaten
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w Studienbaum I
Aplastische Anamie

HAMBURG

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Ansprechpartner im Zentrum fir Onkologie

Dr. Philippe Schafhausen Tel.: 040-7410-57122
Dr. Anne Marie Asemissen

AcquiredModerate
AplasticAnemia

Zur Zeit keineStudie
vorhanden

\ 4

Bitte auch die Moglichkeit eines Studieneinschlusses in die BASKET — Studien tberpriufen!

14.11.2022 -
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

llxﬁ StudienbaumAmyloidose I

Ein Kompetenznetzwerk des UKE

HAMBURG

Ansprechpartner HOPA

Dr. Timon Hansen Telefon 0176 - 20111343

Neudiagnose Systemische ALAmyloidose ANDROMEDA HOPA*

* UKE= Universitatsklinikum Hamburg Eppendorf-1Il. Medizinische Klinik, HOPA = Hamatologisch Onkologische Praxis Altona,
HOPE = Hamatologisch Onkologische Praxis Eppendorf

14.11.2022 -
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' |/ . I I Hubertus Wald Tumorzentrum
CA L M = Stu d I e Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

HAMBURG

CALM-Managing Cancer and Living Meaningfully — Adaption und Implementierung eines
Interventionsprogrammes flir schwer kranke Krebspatienten — eine bizentrischerandomisiert
kontrollierte Interventionsstudie

Einschlusskriterien
: . =218 Jahre
Arm A: 66 Patienten . deutschsprachig
/ Erhalten manualisierte CALM-Psychotherapie +  Metastasierende/fortgeschrittene
Erkrankung (UICC Stadiumlll/IV)
. Depressivitat (PHQ 29)

Ausschlusskriterien

Arm B: 66 Patienten ¢ Leukamien & Lymphome
. , ) . psychotherapeutische
Erhalten Supportive psychoonkologische Intervention Behandlung

. akute Suizidalitat
. Korp. (Karnofsky <70) & kognitive
Einschrankungen

Beginn 01.01.2013
Ansprechpartner UKE:
PI Prof. Dr. Dr. Martin Harter 040-7410-52978 m.haerter@uke.de
Sl Dr. Frank Kindermann 040-7410-56694 schulzk@uke.de
Dr. Christina Rosenberger 040-7410-56208 c.rosenberger@uke.de
SK Katharina Scheffold 040-7410-56203 k.scheffold@uke.de

14.11.2022 —
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Hubertus Wald
Tumorzentrum

E

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

L
| UKz ACTICCA-1 |

HAMBURG

Ein Kompetenznetzwerk des UKE

Adjuvant chemotherapy with Gemcitabine and Cisplatin compared to observation after curative intent resection of
cholangiocarcinoma

enrolment phase treatment phase Eligibility criteria for enrolmentphase
1. Suspicion of or histologically/cytologically confirmed

N adenocarcinoma of biliary tract (intrahepatic, hilar or
gemcitabine extrahepatic cholangicarcinoma) scheduled for radical
+cisplatin and surgical therapy

eligible for observation 2. No prior chemotherapy for cholangiocarcinoma

randomization Eligibility criteria for treatmentphase

Capecitabin 1. Histologically confirmed adenocarcinoma of biliary tract
and (intrahepatic, hilar or extrahepatic cholangicarcinoma) after
observation radical surgical therapy with macroscopically
complete resection (Carcinoma of the gallbladderand
mixed tumor entities (HCC/CCA) are excluded)
2. Macroscopically complete resection (R0/1) within 6 (-16)

scheduled
curative resection

of intra-/extra-

hepatic or hilar
CCA

<==Q—=cw

not eligible for

randomization
weeks before scheduled start of chemotherapy
translational research (obtain blood/tissue and follow up data) >
Beginn 24.02.2014
Ansprechpartner:
PI PD Dr. Henning Wege 040-7410-52945 hwege@uke.de
SK Canan Kurnaz 040-7410-52647, 57981 c.kurnaz@uke.de

14.11.2022 N
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Hubertus Wald
Tumorzentrum

[E

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

L]
llui DETECT-Studien I

Ein Kompetenznetzwerk des UKE

HAMBURG

Multizentrische Studien bei Patientinnen mit HER2-negativem metastasiertem Brustkrebs und
zirkulierenden Tumorzellen (CTC)

DETECT Il standard treatment = = s
Einschlusskriterien
DETECT (e |+
standard treatment DETECT "I | DETECT IV
restinib 1 Metastasiertes Mammakarzinom und HER2-Negativitdt aller untersuchten
S + Denosumab** Gewebeproben (Primartumor und/oder metastatische Lésion)
2 Nachweis zirkulierender Tumorzellen (CTC); mindestens eine CTC/7.5 ml Blut
g (CellSearch® Circulating Tumor Cell Kit)
g DETECT IV 3 Mindestens eine HER2-positive CTC AusschlieBlich HER2-negative CTC
i T § 2 i - everolimus 4 Indikation zur Standard-Chemo- oder [ Indikation zur endokrinen Therapie
ettt e ancer = primary tamer: ||, endocrine therapy endokrinen Therapie
e ‘ H i "‘""‘::;;’ijj"“’ [Etiozole; ahastrozole) 5 Bis 3 vorherige Chemotherapielinien Bis 2 vorherige Chemotherapielinien
Eg = r L 6 Tumorevaluation (< 6 Wochen vor Studienrandomisierung) mit > 1 nach RECIST
- CTCHIHER2]] auswertbare metastatische Lésion
H ) 7 ECOG< 2
primary tumor: o
\ J hormone-receptor Nst"el I:F::;'T‘;"
negative
\E——
- Not eligible in
CTC-negativ DlllorD IV
* including HER2-negative metastatic disease in case a biopsy was performed; ** in patients with bone metastases
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Maintenance Therapy With 5-FU/FAPIus Panitumumab vs. 5-FU/FAAlone
After Prior Induction and Re-inductionAfter Progress
for 1st-line Treatment of Metastatic Colorectal Cancer(PanaMa)

This is a phase Il, randomized, multi-center, open-label, parallel-group study to evaluate the progression-free survival during maintenance therapy.
Eligible patients will be treated within a 12-week induction therapy. Those patients achieving CR/PR or SD at 12 weeks and qualifying for maintenance
treatment and re-induction treatment with all potential drug components, will be randomized in a ratio of 1:1 to receive chemotherapy plus panitumumab
or chemotherapy alone during maintenance. In case of progression, re-induction treatment will be started.

Erganzende Informationen sind unter ClinicalTrials.qov verflgbar

Beginn: 2009
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Study of Pembrolizumab (MK-3475) as First-Line Monotherapy and Combination Therapy for
Treatment of Advanced Gastric or Gastroesophageal Junction Adenocarcinoma(MK-3475-062/KEYNOTE-062)

Brief Summary:

This is a study of pembrolizumab (MK-3475) as first-line treatment for participants with advanced gastric or gastroesophageal junction (GEJ)
adenocarcinoma. Participants whose tumors express programmed death-ligand 1 (PD-L1) will be randomly assigned to one of the three treatment arms of
the study: pembrolizumab as monotherapy [pembro mono], pembrolizumab plus standard of care (SOC) chemotherapy with cisplatin plus 5-fluorouracil
(5-FU) or capecitabine [pembro combo], or placebo plus SOC chemotherapy with cisplatin plus 5-fluorouracil (5-FU) or capecitabine [SOC].

The primary study hypotheses are that pembrolizumab in combination with SOC chemotherapy is superior to SOC chemotherapy alone in terms of
Progression-free Survival (PFS) and Overall Survival (OS) in participants with PD-L1 Combined Positive Score (CPS) =21, pembrolizumab in combination
with SOC chemotherapy is superior to SOC chemotherapy alone in terms of OS in participants with PD-L1 CPS 210, pembrolizumab monotherapy is
non-inferior to SOC chemotherapy alone in terms of OS in participants with PD-L1 CPS =1, and pembrolizumab monotherapy is superior to SOC
chemotherapy alone in terms of OS in participants with PD-L1 CPS =1 and in participants with PD-L1 CPS =10.

Ergédnzende Informationen sind unter ClinicalTrials.gov verfugbar

HOPE

PI Prof. Dr. S. Hegewisch-Becker 040-4602001 hegewisch@t-online.de
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Randomisierte Phase Il Studie zum Stellenwert von Rivoaroxaban zur Behandlung venéser Thrombosen bei Patienten
mit aktiver maligner Erkrankung

Inclusion Criteria:

-Newly diagnosed and objectively confirmed acute venous thromboembolism

-Active malignancy

-Life expectancy of at least 6 months

Arm B: standard treatment with low-molecularheparine -Performance-Status according to Karnofsky Performance Scale = 70%

Intervention: Drug: low-molecular heparine -Patient's compliance and geographical situation allowing an adequate followup
-platelets = 100.000 /ul, INR < 1.5, PTT < 40sec.

swritten informed consent of the patient prior to any procedure in connection with the
study

-male and female patients with an age of at least 18 years

Arm A: Rivaroxaban
Intervention: Drug: Rivaroxaban

Erganzende Informationen sind unter ClinicalTrials.qov verfigbar

Beginn 22.04.2016

Ansprechpartner:

PI Prof. Dr. Florian Langer 040-7410-52453 langer@uke.de
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Ein Kompetenznetzwerk des UKE

Treatment optimalization trial in the first-line treatment of advanced stage Hodgkin lymphoma; comparison of a 6 cycles of

escalated BEACOPP with 6 cycles of BrECADD

Einschlusskriterien

. Histologically proven classical Hodgkinlymphoma

ARMA: 6 x escalated BEACOPP . First diagnosis, no previous treatment, 18 to 60 years ofage

. Stage IIB with large mediastinal mass and/or extranodal lesions, stage Il or IV

Open-label, prospective, multicentertrial o
with two parallel groups and central Aussschlusskriterien
stratified randomization (minimization

\ method) . Composite lymphoma or nodular lymphocyte-predominant Hodgkin lymphoma

. Previous malignancy (exceptions: basalioma, carcinoma in situ of the cervix uteri, completely resected
ARM B: 6 x BIECADD melanoma TNMpT1)

. Prior chemotherapy or radiotherapy

. Concurrent disease which precludes protocoltreatment

. Pregnancy, lactation

. Non-Compliance

Erganzende Informationen sind unter ClinicalTrials.gov verfugbar

Beginn 01. Juli2016

Ansprechpartner:

PI Prof. Dr. JudithDierlamm 040 7410 -59782 dierlamm@uke.de

Sl Dr. Anja Coym 040 7410 -52530 a.coym@uke.de

SK Irina Engel 040 7410 -54729 ir.engel@uke.de

Ansprechpartner SOH:
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Amulticenter, single-arm study to assess the efficacy, safety, and tolerability of the BITE® antibody blinatumomab in adult patients
with minimal residual disease (MRD) of B-precursor acute lympho-blastic leukemia (Blast SuccessorTrial)
German Multicenter Study Group for AdultALL (GMALL)

This study is designed to confirm the efficacy, safety, and tolerability of blinatumomab in patients with MRD of B- precursor ALL in complete hematological

remission including patients with relapse after SCT. The study aims to expand experience generated in previous trials in patients with MRD positive ALL
with a focus on additional specific questions.

Study Arms

Experimental: Blinatumomab

Patients will receive four cycles of treatment, unless criteria for treatment discontinuation apply. The duration of one cycle is 6 weeks, including afour
week continuous intravenous infusion and a two week infusion free interval, which may be extended by a maximum of 7days.

Patients entered with MRD level <10-4 (non quantifiable/MoINE1, quantifiable/MoINE2) or positive MRD, non quantifiable (MoINE3) will receive up to two
cycles of Blinatumomab.

Transfer of patients to alloHSCT after one cycle or after subsequent cycles is considered as per protocol discontinuation and as premature treatment

discontinuation In case of hematological or extramedullary relapse, the study treatment will be permanently discontinued.
Intervention: Drug: Blinatumomab

Erganzende Informationen sind unter ClinicalTrials.qgov verfligbar

Beginn 09/2017

Ansprechpartner:

PI Prof. Dr. WalterFiedler 040-7410-53919 fiedler@uke.de
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Eine multizentrische, randomisierte Phase IlI-Studie zum Vergleich einer Chemo- versus einer endokrinen Therapie in Kombination mit einer

dualen HER2-gerichteten Herceptin® (Trastuzumab)/ Perjeta® (Pertu_zumabETherapie bei Patientinnen mit HER2-positivem und
hormonrezeptorpositivem metastasiertem Brustkrebs

Chemo- versus endocrine therapy in combination with dual HER2-targeted therapy of Herceptin® (trastuzumab) and Perjeta® (pertuzumab) plusKisgali®
(ribociclib) in patients with HER2 positive and hormone-receptor positive metastatic breast cancer.

Ergadnzende Informationen sind unter ClinicalTrials.gov verfugbar

Ansprechpartner SOH:

SK: DorotheaZach Telefonnummer 040/35 71 777 -526 zaech@onkologie-hamburg.de
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ARandomized Phase 3 Open-Label Study To Evaluate the Efficacy and Safety of Eflornithine With Lomustine Compared to
LomustineAlone in Patients WithAAThat Progress/RecurAfter Irradiation and Adjuvant Temozolomide Chemotherapy

The purpose of this study is to compare the efficacy and safety of eflornithine in combination with lomustine, compared to lomustine taken alone,in
treating patients whose anaplastic astrocytoma has recurred/progressed after radiation and temozolomide chemotherapy.

Experimental: Eflornithine + Lomustine Eflornithine dosed on a 2 weeks on, 1 week off schedule + Lomustine dosed every 6 weeks

Active Comparator: Lomustine Lomustine dosed every 6 weeks

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner Telefon Email
Pl Prof. Dr. ManfredWestphal 040-7410-53750 -
SK Monique Beyer 040-7410-35316 m.beyer@uke.de
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A Trial of Napabucasin (BBI-608) in Combination With FOLFIRI in Adult PatientsWith Previously Treated Metastatic

% Primary Endpoint

= Napabucasin orally, twice daily . ; * Overall survival

':t' + Disease progression based

- iteri Secondary Endpoints
N FOLFIRI (IV), biweekly* on RECIST 1.1 criteria Y P .
= or * Progression-free survival
T o
2 UnaomeptaLls " ntivkemsse sorar et
i * toxicity occurs :

= FOLFIRI (IV), biweekly y e Quality of life

é ¢ Safety

N

o

14-::ay *Addition of bevacizumab to the FOLFIRI regimen, per Investigator choice, will be permissible. See
SN0 ClinicalTrials.gov for further information.

Rekrutierung: Beginn
Ansprechpartner:
PI Prof. Dr. S.Hegewisch-Becker Telefonnummer:040-41467893 email: hegewisch@hope-hamburg.de
SI Dr. Eray Gokkurt Telefonnummer:040-42916447 email: goekkurt@hope-hamburg.de
SK S. Meyer Telefonnummer:040-42916356 email: meyer@onkologie-eppendorf.de
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Trial of S-1 Maintenance Therapy in Metastatic Esophagogastric Cancer (MATEO)

12 Wochen Induktion fir alle: Einschlusskriterien
Kombinationschemotherapie nachArztwahl . metastasiertes oder lokal fortgeschrittenes
Therapie darf schon vor Studieneinschluss gignﬁzafinom des Magens oder des

begonnen sein . . erIaSbtegErstIinientherapien: FLO/mod.
Dann Erhaltungstherapie: Folfox6, Cisplatin/S-1, FLOT, EOX/EOF
. max. 12 Wochen Erstlinientherapie und mind.

stable disease
ARM A: Erhaltungstherapie mit S-1

R P (30mg/m2 bid d1-14; g21d) Aussschlusskriterien

. keine neoadj oderad;.

. Therapie in den letzten 6 Monaten
\ . keine PNP > Grad 1
ARM B: Fortfuhrung der begonnenen
Kombinationschemotherapie

Ansprechpartner:

Pl Dr. Eray Gokkurt Tel.: 040-42916447 goekkurt@hope-hamburg.de

SI Prof. Dr. S. Hegewisch-Becker Tel.: 040-41467893 hegewisch@hope-hamburg.de

SK D. Fabian Tel.: 040-360352241 studienzentrale @onkologie-eppendorf.de
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Safety and Efficacy Study of Pembrolizumab (MK-3475) as Monotherapy In the Adjuvant Treatment of Renal Cell
Carcinoma Post Nephrectomy (MK-3475-564/KEYNOTE-564)

The purpose of this study is to evaluate the safety and efficacy of pembrolizumab (MK-3475) in the adjuvant treatment of adult participants who have

undergone nephrectomy and have intermediate-high risk, high risk, or M1 no evidence of disease (M1 NED) renal cell carcinoma (RCC) with clear cell
component.

The primary study hypothesis is that pembrolizumab is superior to placebo with respect to Disease-free Survival (DFS) as assessed by the Investigatorin
male and female participants with intermediate-high risk, high risk and M1 NED RCC.

Study Arms:

Experimental: Pembrolizumab Participants receive pembrolizumab 200 mg via intravenous (V) infusion on Day 1 of each 3-week cycle for up to 17

Placebo Comparator: Placebo Participants receive placebo (saline solution) via IV infusion on Day 1 of each 3-week cycle for up to 17

re-1

cycles.silntervention: Drug: Placebo (saline solution)

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner:

Pl PD Dr. Michael Rink Tel.: 040/ 7410 —54779 m.rink@uke.de

S Dr. C. Meyer Tel.: 0152 /22816114 chmeyer@uke.de
SK C. Heinzer Tel.: 040 / 7410— 54836 c.heinzer@uke.de
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Cassiope: Prospective Non Interventional Study of Cabozantinib Tablets in Adults With Advanced Renal Cell CarcinomaFollowing
Prior Vascular Endothelial Growth Factor (VEGF)-Targeted Therapy

(Anwendungsbeobachtung Cabozantinib)

The objective of this study is to understand the utilization of cabozantinib in subjects with advanced renal cell carcinoma (RCC) following prior VEGF-

targeted therapy in real life settings in terms of dose modifications due to adverse events (AEs) when used as a second line therapy or third and later line
therapy. Other patterns of use of cabozantinib will also be described.

The study will follow the real-life management of patients in clinical practice. Visits will take place according to the study site's clinical practice.

Cabozantinib is to be administered as directed by the investigator according to the study site's usual clinical practice and the Cabometyx™ Summary of
Product Characteristics (SmPC).

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner:

PI PD Dr. Michael Rink Tel.: 040/ 7410 -54779 m.rink@uke.de

Sl Dr. C. Meyer Tel.: 0152 /22816114 chmeyer@uke.de
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A Randomized, Double-Blind, Placebo-Controlled Phase 2 Study Comparing CB-839 in CombinationWith Cabozantinib(CB-Cabo)
vs. Placebo With Cabozantinib (Pbo-Cabo) in Patients WithAdvanced or Metastatic Renal Cell Carcinoma (RCC) —
CANTATA

This clinical trial is a randomized Phase 2 evaluation of CB-839 (telaglenastat) in combination with cabozantinib versus placebo with cabozantinib in
patients with advanced or metastatic Renal Cell Carcinoma with a clear cellcomponent.

Study Arms:

Drug: CB-839
Drug: Cabozantinib

Fe-a

Drug: Cabozantinib
Drug: Placebo

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner:

Pl PD Dr. Michael Rink Tel.: 040/ 7410 —54779 m.rink@uke.de

Sl Dr. C. Meyer Tel.: 0152 /22816114 chmeyer@uke.de
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ARandomized Phase Il Trial of Nal-IRIl and 5-Fluorouracil Compared to 5-Fluorouracil in Patients With Cholangio- and Gallbladder
Carcinoma Previously Treated With Gemcitabine-basedTherapies

Study Arms

Experimental: Nal-IRI + 5-FU + leucovorin (Arm A) nal-IRI [Irinotecan liposome] (80 mg/m2 as a 1.5 hour infusion), 5-FU [5-Fluorouracil] (2400 mg/m2 as
46 hour infusion) and leucovorin (400 mg/m2 as 0.5 hour infusion) (g2w)isteInterventions:

Drug: nal-IRI

Drug: 5-FU

Drug: leucovorin

5-FU + leucovorin (Arm B) Control intervention/standard arm: 5-FU (2400 mg/m2 as 46 hour infusion) and leucovorin (400 mg/m2 as 0.5 hour infusion)
(g2w)isteInterventions:

Drug: 5-FU

Drug: leucovorin

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner:
SK Canan Kurnaz 040-7410-52647,57981 c.kurnaz@uke.de
Zehra Oguz-Coeloglu 040-7410-52647 Z.coeloglu@uke.de
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ARandomized, Open-label Phase Il Efficacy and Safety Study of Atezolizumab in Combination With FLOT Versus FLOTAIlone in
Patients With Gastric Cancer andAdenocarcinoma of the Oesophago-gastric Junction (MO30039) - The DANTE Trial

7~ FLOT d1 q2w
-~ STRATIFICATION }= + Atezolizumab d1 q2w
4 cycles
—> v
Inclusion Clinical nodal stage z < Surgery
(selection) N+ vs. N- o £ N7
vt v = A FLOT d1 g2w
Histologically < < + Atezolizumab d1 q2w
confirmed Location primary v Toydes
adenocarcinomaof =~ GEJ type | s
the stomach or GEJ vs. GEJ type 11/l o
« ECOG PS0-1 v stomach = Atezolizumab di q3w
= No distant > 8 cycles
metastases < > FLOT d1 q2w; 4 cycles
oo MSI-status = o v
MSL:&h g Surgery
MSt-low/Msl-stable P v
~— FLOT d1 g2w; 4 cycles
Weitere Informationen unter: https://clinicaltrials.gov
Ansprechpartner:
HOPE
PI Prof. Dr. SusannaHegewisch-Becker 0171-3111975
Sl Dr. Eray Gokkurt 0176-31252114,040-3603522-0
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Modified FOLFOX Plus/Minus Nivolumab and Ipilimumab in Patients With Previously Untreated Advanced or Metastatic
Adenocarcinoma of the Stomach or Gastroesophageal Junction - ARandomized Phase 2 Trial.

)
~ISTRATIFICATION |~
z| > < mrolFoxplus
= Previously untreated (@) £ Nivolumab plus
HER2 negative - « Ipilimumab
metastatic or locally *ECOG PS (0 vs. 1) =
advanced, - N=59
adenocarcinoma ~>| s«Tumor Status (prior s -
stomach/EG) resection vs. no o
* ECOG=1 prior resection) o o
< £
<T
= E mFOLFOX
N=59
./
Ansprechpartner:
HOPE
Pl Prof. Dr. SusannaHegewisch-Becker 0171-3111975
Sl Dr. Eray Gokkurt 0176-31252114,040-3603522-0
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ARandomized Phase 3 Study to Evaluate the Efficacy and Safety of Daratumumab in Combination With Cyclophosphamide,
Bortezomib and Dexamethasone (CyBorD) Compared to CyBorD Alone in Newly Diagnosed Systemic ALAmyloidosis

The purpose of this study is to evaluate the efficacy and safety of daratumumab plus cyclophosphamide, bortezomib and dexamethasone (CyBorD)
compared with CyBorD alone in treatment of newly diagnosed amyloid light chain (AL) amyloidosis participants.

Study Arms

Active Comparator: CyBorD alone (cyclophosphamide/bortezomib/dexamethasone) Participants will receive dexamethasone (40 milligrams [mg] orally or intravenous
[IV] dose), followed by cyclophosphamide (300 milligram per meter square [mg/m”~2] orally or IV dose), then bortezomib (1.3 mg/m”2 subcutaneous injection) weekly
on Days 1, 8, 15, 22 in every 28-day cycle for a maximum of 6 cycles itiinterventions:

Drug: Cyclophosphamide, Bortezomib, Dexamethasone, 40 mg

Experimental: CyBorD plus Daratumumab Participants will receive dexamethasone (20 mg orally or IV dose as premedication and 20 mg on the day after
daratumumab dosing) followed by 1800 mg of daratumumab subcutaneously followed by cyclophosphamide (300 mg/m”2 orally or IV dose weekly) and bortezomib
(1.3 mg/m”2 subcutaneous injection weekly) on Days 1, 8, 15, 22 in every 28-day cycle for a maximum of 6 cycles. Daratumumab will be administered weekly for the
first 8 weeks (2 cycles), then every 2 weeks for 4 cycles (cycles 3-6), and then every 4 weeks until progression of disease or subsequent therapy for a maximum of 2

el

Drug: Cyclophosphamide, Bortezomib, Dexamethasone, 40 mg, Daratumumab

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner:
HOPA
Pl Dr. TimonHansen timon.hansen@hopa.de 0176-20111343
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A Phase lll, Randomized, Open-label Study to Evaluate Pembrolizumab as Neoadjuvant Therapy and in Combination With Standard of Care asAdjuvant
Therapy for Stage llI-IVAResectable LocoregionallyAdvanced Head and Neck Squamous Cell
Carcinoma (LAHNSCC)

This is a randomized, active-controlled, open-label study of pembrolizumab (Pembro) given prior to surgery and pembrolizumab in combination with
standard of care radiotherapy (with or without cisplatin), as post-surgical therapy in treatment naive participants with newly diagnosed Stage III/IVA,
resectable, locoregionally advanced, head and neck squamous cell carcinoma (LA-HNSCC). Efficacy outcomes will be stratified by programmed cell
death ligand 1 (PD-L1) combined positive score (CPS) status. The primary hypothesis is that pembrolizumab given before surgery and after surgery in
combination with radiotherapy (with or without cisplatin) improves major pathological response and event-free survival compared to radiotherapy (with or
without cisplatin) given after surgery alone.

Erganzende Informationen sind unter ClinicalTrials.gov verfugbar

Ansprec hpartner:

Pl Dr. Philippe Schafhausen 040-741057122 schafhausen@uke.de

Si Prof. Dr. CordulaPetersen 040-741057351 cor.petersen@uke.de

Sl Dr. Nikolaus Mdckelmann 040-741051559 n.moeckelmann@uke.de
SK Annette Weber 040-741055489 annette.weber@uke.de
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Ein Kompetenznetzwerk des UKE

EudraCT Nr.: 2014-000165-46

A Phase Ib/ll Study of BGB324 as a single agent and in combination with Cytarabine or decitabine in
in Patients with AML or as a single agent in Patient with MDS

B1:
Patient with AML, who are unsuitable for intensive chemotherapy as a result of advanced age or co-morbidities. Patient
should have relapsed following at least one line of therapy or be refractory to such prior therapy

B2:
Patient with AML, who are unsuitable for intensive chemotherapy as a result of advanced age or co-morbidities and

suitable to receive to receive treatment with cytarabine

B3: closed

B4: Patients with MDS (with the exeption of deletion 5q MDS) including intermediate and high risk patients who must
have received prior treatment for their disease. Prior treatment may include those patients who received
hypomethylating agents, decitabine or other approved treatmentfor MDS

Einschlusskriterien

ECOGO0-2

Age 18 years or older

Anamie mit einem Hamoglobin-Wert <10 g/dloder
transfusionsbeddirftige Anamie

Splenomegalie (Durchmesser >11 cm) und/oder Leukoerythroblastose

Allgemeinzustand: ECOG-Status <3

Aussschlusskriterien
Patient with a matched donor who are candidates for allogenic BM transplanation
History of the following cardiac conditions:

Congestive cardiac failure of >Class Il severityaccording to the NYHA

(Appendix 2: definedas symptomatic at less than ordinary levels
ofactivity)

Ischemic cardiac event including myocardial infarction within 3 months
prior to firstdose

Uncontrolled cardiac disease, including unstable angina, uncontrolled
hypertension (i.e. sustained systolic BP >160 mmHg or diastolic BP
>90 mmHg), or need to changemedication within 6 weeks of provision
of consent due to lack of disease control

History or presence of sustained bradycardia (55 BPM), left bundle
branch block, cardiac pacemaker or ventricular arrhythmia. Note:
Patients with a supraventricular arrhythmia requiring medical
treatment, but with a normal ventricular rate are eligible

Family history of long QTc syndrome, personal history of long QTc

B d ious drug-induced QTc prolongation of at |
||:> zuriick zur Ubersicht AML racie 3 (e a0 ey e QT prolongarion of at Jeast
Ansprechpartner: Telefonnummer email
Pl Prof. Dr. med. Walter Fiedler 040-7410-0 fiedler@uke.de
SK Petra Kiihne 040-7410-54353 p.kuehne@uke.de
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Endometriumkarzinom - Rezidiv |

Ein Kompetenznetzwerk des UKE

Studie zur primaren radikalen Operation bei fortgeschrittenem Ovarialkarzinom mit Evaluation von Fragilitdt und Langzeit-
Lebensqualitat

TRUST/AGO-OVAR 19

TRUST

PART 1 Fragilitats-Studie

Trial on Radical Upfront Surgical Therapy

/- PRrospexTIVE ERHEBUNG VON DATEN\

“Aner
(5 ~Gawicht / Grofte | BMI

EEEEEE 0o
« ECOG

/ e ) «Timed 'up @nd go’ test
T e RS + HADS-S¢
B AR
% ';f;f;e CACHC

Patients with ovarian-,
fallopian-tube or
peritoneal-cancer
FIGO stage IlIB, llIC
and resectable stage IV

Laborwene:
« Albumin, S-Kreatinin
= Hamoglobin, Leuko-u. Thrombozythen
«CA125
*Charison-Komorbiditats-Index (altersadaptiert)
*Symptome ¥n
«  Schmerzen abdominal, therapiebedlrftig
Bihungen abdominal

Alle Pt mit V.a,

Quarialkarzinom

h . Oyspnoe
B Iman 18m e - Vierdacht auf FIGO IV jin und
| Revacizumah. fsii‘n_ﬁﬁ‘s’rma‘g) et i PAREXTRUST
« Palliative Punktion vor geplanter OP erforderlich Falls nicht méglich,
Primary Endpoint OS ITT pepulation (Aszites, Pleuraergosse} jin Weiterbehandlung nach
Secondary Endpoints PFS. resection rates, M'nM after 6 months, Qol, Jfragility Index” State of the Art
Strata: FIGO stage (Ill /1V), group/country, ECOG 0 vs 1/2

Qualification process for participating centers to ensure high surgical quality

Ergénzende Informationen sind unter ClinicalTrials.gov verfugbar

Weiter mit Part 2 Qol,

Ansprechpartner: Telefonnummer
Pl Prof. Dr. med. B. Schmalfeldt 040-7410-52510 b.schmalfeldt@uke.de
Deputy Dr. med. S. Reuter 040-7410-50229 s.reuter@uke.de
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Ein Kompetenznetzwerk des UKE

Eine randomisierte, doppelblinde, placebokontrollierte, multizentrische Phase 11l Studie mit Durvalumab in Kombination mit
Chemotherapie und Bevacizumab, gefolgt von einer Erhaltungstherapie mit Durvalumab, Bevacizumab und Olaparib bei Patientinnen mit neu

diagnostiziertem fortgeschrittenem Ovarialkarzinom

= Primardiagnose

= Primar-Op erfolgt

= N™1050

eines high-grade
epitheli@len Ovarial-
, Tuben- oder
primaren
Peritoneal-
karzinoms

{FIGO 11-1V) T

oder Intervall-Op
(1Ds)
geplant

1:1:1 n=906

P

BRCA,

n ~150

Einzelarm-Kohorte Einschlusskriterien (Auswahl)

* newly diagnosed, histologically confirmed,
advanced (Stage llI-1V) high grade
epithelial ovarian cancer including high
grade serious, endometriod, clear cell
ovarian cancer or carcinosarcoma,
primary peritoneal cancer and / or
fallopian-tube cancer

» All patients should be candidates for
cytoreductive surgery either: upfront
primary surgery OR plan to undergo

CTX 8 Zykien q3wk
Optional Bevacizumab 15mglkg q3wk

Durvalumab IV g3wk

Olaparib 300mg BD (24 Monate)

Arm 1 (SOC)

CTX 6 Zyklen q3wk

Bevacizumab 15mg/kg g3wk (mandatory)

chemotherapy with interval debulking
Evidence of presence or absence of
BRCAZL/2 mutation in tumourtissue

* Mandatory provision of tumour samplefor
centralised tBRCA testing

Durvalumab Placebo IV g3wk

Olaparib Placebo BD (24 Monate)
Arm 2

CTX B Zyklen g3wk

{non-4BRCAm Kohorte)

Stratifikation:

1) Makroskopisch kein Tumorrest versus
Tumorrest oder IDS

2) Region: Nordamerika; EU; RoW

PI/SI. Prof. B. Schmalfeldt / Woelber
StudyNurse: E. Freese, S. Bertram-Schemmel

Bevacizumab 15mg/kg q3wk (mandatory)

* Non-epithelial ovarian cancer, borderline
tumors, low grade epithelial tumors or
mucinous histology

Durvalumab IV g3wk

Olaparib Placebo BD (24 Monate)

Arm 3
» Prior systemic anti-cancer therapyfor
CTX B8 Zyklen g3wk .
ovarian cancer
> Bevacizumab 15mg/kg 3wk (mandatory) * Inability to determine BRCA mutation

status

» Prior treatment with PARP inhibitor or
immune mediatedtherapy

* Planned intraperitoneal cytotoxic CTX

» Active or prior documented autoimmune or
inflammatory disorders

Durvalumab IV gq3wk

Olaparib 300mg BD (24 Monate)

14.11.2022
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Ein Kompetenznetzwerk des UKE

Eine randomisierte, multizentrische Phase Ill Studie mit Atezolizumab vs. Placebo in Kombination mit Paclitaxel,
Carboplatin und Bevacizumab-Therapie bei Patientinnen mit neudiagnostiziertem fortgeschrittenen FIGO IlI-IV
Ovarial, Tuben- oder primarem Peritonealkarzinom

Y039523: Study Design in Primary Surgery Cohort

Previously untreated ovarian, P~
fallopian tube, or peritoneal cance 4 R }?
Post-operative Stage Il \i: Y,
w/macroscopic residual disease), —
Stage IV

ECOG PS 0-2

Stratification variables
Stage/debulking status
ECOG PS
PDL1ICO vs IC1+
Adjuvant/Neo-adjuvant

J111]

Carboplatin AUC 6
q3wk
Paclitaxel 175 mg/m2 q3wk

Bev 15 mg/kg q3wk

Bev 15 mg/kg X 16 cycles

Placebo q3w X 22 cycles

Carboplatin AUC 6 | No cross-overl

q3wk
Paclitaxel 175 mg/m2 q3wk

Bev 15 mg/kg gq3wk

Bev 15 mg/kg X 16 cycles

Ausschlusskriterien (Auswahl)

histologisch gesichertes, primares Ovarial-,
Tuben- oder Peritonealkarzinom,

ECOG 0-2

FIGO Stadium Il (mit Tumorrest) oder IV
Vorliegen einer formalinfixierten, in Paraffin
eingebetteten Tumorprobe (Paraffinblocke
bevorzugt oder in Form von mind. 20
ungefarbten Schnittpraparaten)

Nicht — epitheliale Ovarial-, Tuben — oder
Peritonealkarzinome (z.B. Keimzelltumore)
Ovarialtumore mit niedrigpotentem Potential
(z.B. Borderline Tumore)

Synchrones Endometriumkarzinom oder
andere maligne Tumore in den letzten 5
Jahren

Vorliegen eines rezidivierten Ovarial -, Tuben
— oder Peritonealkarzinoms

Vorliegen einer aktiven Autoimmunerkrankung
(Ausnahme: Hypothyreose mit stabiler
Substitution, Ekzem,

Psoriasis, Lichen simplex, Vitiligo),
kontrollierter Typ | DM

Vorherige STR, CTX, Antikorper Therapie

PI/SI: Prof. B. Schmalfeldt / Prof. V.Muller
StudyNurse: S.Bertram-Schemmel, S. Krenkel

14.11.2022
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Ein Kompetenznetzwerk des UKE

Eine randomisierte, kontrollierte Bewegungs — und Ernahrungsinterventionsstudie bei Ovarialkarzinompatientinnen
wahrend und nach der erstenChemotherapie.

CG: Usual Care

IG_A: Exercise & Nutrition Intervention

18 weeks supervised

34 weeks + 52 weeks
home-baal

e
n
..... Adjuvant Chemotherapy

=

lagnosis l
TO & Randomization T
surgery and recovery

. | )

\ Y J ,?, A .\‘.

Phase | Phase || Phase 1l

CG: Usual Care
IG_N: Exercise & Nutrition Intervention

e G WEEKE ey TECOVETY 9 weeks bt 34 weeks + 52 weeks
supervised (no training) supervised home-based

Neoadjuvanit Chemotherapy Adjuvant Chemotherapy

T0 & Randomization T \

Diagnosis
Cytoreductive surgery and

}

T4

|

T5

5

Abb.1:
Studiensetting
fr Patientinnen

mit adjuvanter
Chemotherapie

Abb2.:
Studiensetting
flr Patientinnen
mit
neoadjuvanter
Chemotherapie

Patientinnen mit Erstdiagnose eines
Ovarial-, Tuben- oder Peritonealkarzinoms
(Karzinombefund an einem oder beiden
Eierstocken, histologisch bestatigt durch
eine Biopsie) sowie einer geplanten
primaren oder
Intervall-Debulking-Operation.

FIGO Il — IV, alle histologischen Subtypen
und Gradings

Geplante adjuvante oderneoadjuvante
Chemotherapie in domo (noch nicht
begonnen)

ECOG 2 oder schlechter

Jegliche korperlichen oder mentalen
Erkrankungen, die die Fahigkeit am
Trainingsprogramm teilzunehmen oder die
Studie abzuschliesen negativ
beeinflussen.

Ausgepragte eigenstandige, private
sportliche Aktivitat (mind. Zweimalpro
Woache fur 1h)

L oo J ) | + Diagnostizierte Essstérungen
| f {
Phasel Phase Il Phase Ill
Ansprechpartner: Telefonnummer
Pl Prof. Dr. med. B. Schmalfeldt 040-7410-52510 b.schmalfeldt@uke.de
Deputy A. Jaeger Intern (9)50976 a.jaeger@uke.de
SK S. Krenkel 040-7410-57970 skrenkel@uke.de
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Eine randomisierte Phase Ill Studie zur Wirksamkeit und Sicherheit von Atezolizumab in Kombination mit
Bevacizumab + Chemotherapie vs. Bevacizumab und Chemotherapie bei rezidiviertem Ovarialkarzinom

inschiusskriterien ( m
» Histologisch gesichertes Ovarial-, Tuben- oderprimares
« epithelial ovarian, fallopian tube Peritonealkarzinom mit dem ersten oderzweiten
or primary peritoneal cancer — * Rezidiv mnerhalb von 6 Mon.aten nac_h 'elnerplatlnba3|erten
PLD or Paclitaxel (qw)* + Bevacizumab Chemothgraple pder dem dr!ttgn Rezidiv, wenn
* 1st or 2nd relapse: + + keine Platin-basierte Therapie in Frage kommt
TFl p < 6 months Placebo » Vorherige Bevacizumab Therapie erlaubt (Auswaschphase:
* OR 3rd relapse Arm B mind. 20 Tage nach der letztenBevacizumab
* PLD or Paclitaxel (qw)* + Bevacizumab * Therapie)
* Prior Bevacizumab allowed + « Verflgbarkeit und Einwilligung fur frische Tumorbiopsie(nicht
Atezolizumab alter als 3 Monate) oder zugangliche Tumorlasion
* Bev and atezolizumab specific I:1 - Reprasentative archivierte Tumorprobe (FFPEBlock,
exclusion criteria n= 664 bevorzugt von Primardiagnose)
* Archival and recent biopsy mandatory * Nicht — epitheliale Ovarial-, Tuben — oder
; Peritonealkarzinome (z.B.Keimzelltumore
2 FS U, We wpeciancy 3 monthe + * Ovarialtumore mit nie((jrigpotentem Potenti?al (z.B. Borderline
*In arm A and B cohorts capping: 50% PLD and 50% paclitaxel Tumore)
PLD, pegylated liposomal doxorubicin; PS: performance status * Mandatory Biopsy * Andere ma“gne Tumore in den letzten 5Jahren
+ Pat. mit Autoimmunerkrankungen (Ausnahmen: Autoimmun
Hypothyreose, kontrollierter Typ | Diabetesmellitus)

PI/SI: Prof. B. Schmalfeldt /Dr. K. Prieske
StudyNurse: S.Bertram-Schemmel, E. Freese

14.11.2022 © Block/Bohlke Version 12.0 Entitaten
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Ein Kompetenznetzwerk des UKE
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Eine randomisierte, doppelblinde, Phase-IlI-Studie mit Atezolizumab versus Placebo bei Patientinnen mit spatem Rezidiv eines epithelialen
Ovarialkarzinoms, Tubenkarzinoms oder Peritonealkarzinoms zur Behandlung mit platinbasierter Chemotherapie und Bevacizumab.

nechlusskriteri ;

» Histologisch gesichertes Ovarial-, Tuben- oder primares

Carboplatin-based ' \
Peritonealkarzinom, ECOG 0-1

chemother y
MY * Pat. mit First — line oder Second — line CTX (die letzte CTX muss
Confirmatory .
Recurrent Platinum-sensitive l I l I I l CT-Scan Platin enthalten haben)
N=405 - * Pat. mit Rezidiv > 6 Monate nach Abschluss der platinhaltigen CTX
Avastin (BEV) +Placcho m «ﬂ vor Randomisierung — keine Tumortherapie im Zeitraum der letzten

platinhaltigen Gabe bis zum Einschluss in die Studie; mit Ausnahme

einer Erhaltungstherapie, die bis zu 21 Tage vor Einschluss -

® Oue o 2 prioe Baes of Cx = vorherige I_Bev Therapie erlaubt_ .

s BeOB < Cosboplatin-based . Versand_ einer frischen Tumorbiopsie als FFPE an das Zentrallabor
zur Bestimmung des PD — L1 Status (innerhalb 2 Mo vorRando)

® Non-mucinous histology

® PFl >6 months 1:2

chemotherapy .. .. .. . .
» Verflugbarkeit einer reprasentativen FFPE Tumorprobe derPrimar-
I l I l I I Confirmatory OP (bestenfalls vor der CTX)
CT-Scan | | . . : ; |.
Stratification factors Avastin (BEV)+Atezolizumab a ﬂ + Nicht — epitheliale Ovarial-, Tuben — oder Peritonealkarzinome (z.B.
> ’F:B‘U n Y Keimzelltumore)
L peamn ‘ « Ovarialtumore mit niedrigpotentem Potential
SRRy R Mt Interim safety analyses « Andere maligne Tumore in den letzten 5J
» Vorherige STR, CTX, PD-L1 Therapie, system. Kortikosteroide oder
Yr=Biopsy; PFI: platinum-free interval; BEV: bevacizumab; PLD: pegvlated liposomal doxorubicin; *no systematic steroid as premedication immunsuppressive Meds _
» Autoimmunerkrankungen (Ausnahmen: Autoimmun —Hypothyreose,
Chemotherapy-based schedule options (investigator’s choice) kontm'_“er_ter _Typ | DM) _ _
- Carboplatin AUC5 + paclitaxel 175mg/m?+ BEV 15mg/kg + placebo/atezolizumab 1200mg, I.V., d1, g3w + Kontraindikation fur Bevacizumab, CAVE WW Bevacizumab-
- *Carboplatin AUC4, d1 + gemcitabine 1000 mg/m?, d1&8 + BEV 15mg/kg d1 + placebo/atezolizumab 1200mg, I.V., d1, g3w Atezolizumab: signif. Storung der Darmtatigkeit
= *Carboplatin AUCS5 d1 + PLD 30mg/m?d1+ BEV 10mg/kg d1&15 + placebo/atezolizumab 800mg, |.V.,d1&15, q4w . |diopathische pu|mona|e Fibrose inkl. Pneumonitis, anhaltende aktive
Maintenance (for all regimens): BEV 15mg/kg + placebo/atezolizumab 1200mg, .V, d1, q3w Pneumonie

PI/SI: Prof. B. Schmalfeldt /Dr. S. Hess
StudyNurse: E. Freese, S.Bertram-Schemmel

14.11.2022 © Block/Bohlke Version 12.0 Entitaten
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Randomisierte, doppel-blinde Phase Il Studie zur Erhaltungstherapie mit Olaparib vs. Placebo bei
Patientinnen mit einem high grade serésen Ovarial- . Tuben-, oder priméaren Peritonealkarzinom nach
Abschluss einer vorangegangenen PARP- Inhibitor-haltigen Therapie.
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Ein Kompetenznetzwerk des UKE
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Figure 3 Overview of Treatments Before Study Randomisation
Entry in Eligible Ovarian Cancer Population is Based on Length of FIRST PARPi EXPOSURE Einschlusskriterien (Auswahl)
T ” - Klinisches Ansprechen: mind. PR der Priméartherapie
*ue apse .
A b i AN B Ty - BRCA1/2 Status muss bekanntsein
17 line <-woek interval - Vorangegangene Therapie mit einem PARP Inhibitor

- BRCA1/ 2 pos.: mind. 18-monatige Dauer der ersten PARP-

u CReO: Ol ib lacebo
sl ik Inhibitoren Therapie nach Erstlinientherapie und mind.12monatige

Chemotherapy 218 months PARPI / w Chemotherapy*

without progression

v

e ] (e Y e—
LS e Inhibitoren Therapie nach Erstlinientherapie und mind.6-monatige
BRCA1/2 (-ve) Relopse Dauer nach Zweitlinien — und Folgetherapien
jan Interval after s1opping PARPI v alowod) - Applikation von mind. 4 Zyklen einer platinbasierten Chemotherapie
] o 2 i ke vor Studieneinschluss
Chemotherapy i!;fh:x];?;g‘::\?:;n / YJ Chemotherapy* a OReO: Olaparib or placebo - Einschluss innerhalb von 8 Wochen nach der letzten Chemotherapie
> - ECOG 0-l
Chemotherapy 3::‘ ::ij‘:g:(:;’:zf"m" rChcmothcrapy’ ﬁ OReO: Olaparib or placebo
2% ar subsequent Ine 8 week rtenal Ausschlusskriterien (Auswahl)

- Bevacizumab im Rahmen der vorangegangenen Therapie!

NB: Subjects allowed with additional line of chemotherapy (+/- bevacizumab) after PARPI and prior to most recent
platinum-based chemotherapy

Relapse Relapse
(a0 interval after stopping
PARPI & allowed)
I sE-waok interval

U PI1/SI: Prof. B. Schmalfeldt
ORE: Dnu of placeng StudyNurse: E. Fresse

|
ichemmhefaav PARPI Chemotherapy Chemotherapy*
|

A 4

*Complete or partial respanse to maost recert plabnum-based chemotheropy (24 cycles) without bevaceumab
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A randomized Phase lll trial comparing radical Hysterectomy and pelvic node dissection vs Simpel HysterectomyAnd
Pelvic node dissection in patients with low-risk Early-stage cervical cancer(SHAPE)

+ Histologisch gesicherte Diagnose eines adeno-,

: Untersuchung) nicht gréRer als 20 mm, maximale
2 (Experimental) Stromainvasion von £ 10 mm

Simple Hysterectomy™* + Die Operation muss innerhalb von 20 Wochennach
Initialdiagnose erfolgen.
hlusskriterien ( mn
*  Regardless of treatment assignment, surgery will include pelvic lymph node dissection with optional sentinel | - Patientinnen mit FIGO 1AL
lymph node (SN) mapping. If SN mapping is to be done, the mode is optional, but the laparoscopic approach is| « Andere maligne Tumore (Ausnahme: Hautkrebs,
preferred. Hodgkin und Non-Hodgkin Lymphome)
+ Nachgewiesene Lymphknotenmetastasen inder
Planned sample size: 700 (non-inferiority at 0.05 level with 80% power) préoperativen Bildgebung oder Histologie
* Neoadjuvante Chemotherapie erfolgt oder geplant

» < 50% stromal invasion on MRI
* max dimension of <20 mm
* Grade 1-3 or not assessable

Low-risk cervical cancer as defined by: R RM 1 { squamosen oder adenosquamaosen
* squamous cell, adenocarcinoma, A ﬁ dl 3 gontro ) 2 Zervixkarzir_mms. D?a_gnose mit ,,Logp
adenosquamous carcinoma N adic ysterectomy Eleqtrogurglcal EXCIS'IOH Progedu_re (LEEP),
o IA2 and dified IB1 D A Konisation oder zervikaler Biopsie durch lokalen
fage 172 and modine _ Pathologen gereviewt und bestatigt.
* < 10mm stromal invasion on O = > Pelvic relapse - Stadium IA2 und IBI, Lasion mit jedem
LEEP/cone MIlN Messverfahren (MRT, klinische oder histologische
I
Z
E

P1/SI: Prof. B. Schmalfeldt / Dr. Dieckmann

StudyNurse: S. Krenkel. N. Gaskill
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Ein Kompetenznetzwerk des UKE

Pelvine und paraaortale Lymphadenektomie bei Patientinnen mit Endometriumkarzinom Stadium | oder Il mit hohem
Rezidivrisiko. Eine multizentrische, prospektive randomisierte kontrollierte Studie.

1.1.1  Primary Surgery 112 Secondary Surgery

Einschlusskriterien (Auswahl)

Patients with histologically confirmed endometria cancer and high risk of recurrence Patients with histologically confirmed endometrial cancer and high risk of recurrence

clinical stage T1h - T2 (all histological types and gradings) orT1a (type 1-EC | G35 type 2-EC)

clinical stage pT1b - pT 2 (all histological types and gradings) or pT1a (e 1-EC | G35, tyoe 2-EC) ound
after hys tere ctomy for supposed loverisk EC and no LME perform ed and no susped lym phonodes

b

I

Baseline Visit (max. 3 weeks prior to surgery)

b

Baseline Vigit (max. 3weeks prior to secondary surgery, secondary surgery max. & weeks after first
SUFGETYY

ALL inclugionfexclusion criteria need to he verifed bazed on Sandard docum ents - otherwise
Randomization is not allowed. R andom ization max. 2 weeks before secondary surgery

Randomization during primary surgety (F #o macroscopically sespect rmph nodoes )

J

a: Randomization before secondary sargey (all surgical procedures already done, no LME so far

J J

b: R ization before
omentectamy, 0o LME =0 far)

v sevoery (not all surgical procedures already done e g.

Histologisch gesichertes EC T1b und T2 (alle histolog.

Typen) und Stadium T1la G3 Typ 1 oder Typ 2

Tumore oder Karzinosarkom.

a) keine vorhergehende Operation bezgl. Des EC (primare
Operation) oder

b) Operation nach Hysterektomie ist erlaubt innerhalb von 8
Wochen nach Hysterektomie,wenn

» keine LNE erfolgt ist (sekundareOperation).
Arm A AmB { | _ gtist ( p )
» Keine vergroserten Lymphknoten
primany surgery primary surgery Amn A Am B . ECOGO0-1
total hysterectomy, total hysterectom y, a: no LHE = no further surgery a: LHE (systematic pelvic and paraaortic LME up
hilateral salpingo-oopharectamy, hilateral salpingo-oophorectomy, tn the renal vessels) e Alter18-75

omentectamy (type 2-EC) omentectomy (type 2-EC) b: sovendary surgeny to perform o far

missing standard procedures

b: secondary surgery to pesform so far
missing standard proc edures

Ausschlusskriterien (Auswabhl):
» Stadium pTla, G1 oder G2 mit Typ 1Histologie
« Sakome (mit Ausnahme Karzinosarkome =maligen
H H Mullersche Mischtumore)
* EC FIGO Stadium Il oder IV (ausermikroskopische
Lymphknotenmetastasen)

LHE (=zystematic pelvic and para-aortic

Iymphadenectomy LME up to the renal vessels)
* Nachweis einer extrauterinenErkrankung
* Rezidivierendes EC

Waginal brachytherapy + 6 courses of carboplatinum fpaclitaxel (AUC 5H 75m g.l'mzievery 3 weeks) * Vorangegangene Chemo-, Radio-, oder endokrine Therapie

U U' ) fur EC

Jede Begleiterkrankung, die eine Operation einschlieslich
» zulasst

LNE und/oder Chemotherapienicht
» Jede Krankengeschichte, die auf ein ubermasiges

no lymphadenectomy (LHE )

no LHE LHE

Recommended adjuvant therapy:

Control of disease status and complications from surgery:

by clinical examination, transvadinal sonography, sonography of kidneys, evalustion of Gol, evaluation erioperatives Risiko hinweist.

of presance of lvwn phedemsa
azzeszment of zedous complications on day 60, viztzevery 3months (yearz 1 -3, then every &
months (vears 4 and S).

PI/SI. Prof. B. Schmalfeldt / Dr. Dieckmann
StudyNurse: S. Krenkel /S. Bertram -Schemmel

14.11.2022 © Block/Bohlke Version 12.0 Entitaten
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(Atm A) gegenibergine

Offene, multlzentrlsche randomisierte Phase IlI- Studle zum Verglelch der erksamkelt und Slcherhelt

(Arm B) bei Patienten mlt fortgeschrlttenem Endometrlumkarzmom und mlndestens einer vorangegangenen Platin- ba3|erten Chemotheraple

Period: Screening Treatment Post Treatment

Einschlusskriterien (Auswahl)

Lenvatinib plus
pembrolizumab
{Arm A)

30 day Safety follow-up?

Foliow-up for disease assessment®,

ICF = survival status, and PFS2
Signed TPC of doxorubicin

or paclitaxel

{Arm B)"®
|——|- , ila
Day -28 1o Tumor assessment
Day -1 Every 8 weeks¢
Cycle 1 Endof
Day 1 Treatment Visit

» Histologisch gesichertes Endometriumkarzinom(EC)

» Radiologisch nachgewiesener Progress eines fortgeschrittenen,
rezidivierte oder metastasierten oder primar nicht resektablen EC
nach einer vorangegangener Platin-basierter Chemotherapie:

* Progress < 1 Jahr nach Platin-basierterChemotherapie:
direkte Studienteilnahme moglich

* Progress > 1 Jahr nach Platin-basierter Chemotherapie:
mussen vor Studienteilnahme eine zusatzlich
systemische cytotoxische Therapie

» erhalten.

» Verfugbares Tumor-Gewebe zur MMR Bestimmung

* Mindestens eine radiologisch nach RECIST messbare Zielldsion
nach Studienkriterien.

Ausschlusskriterien (Auswahl)

» Karzinosarkome (Muller’sche Mischtumore), Leiomyosarkome,
endometroide Stromasarkome

* ZNS-Metastasen ohne abgeschlossene lokale Therapie
(Radiatio, Operation, ect.), Zeichen oder Symptome einer
Hirnmetastasierung mussen mind. 4 Wochenvor Studien-
Therapie stabil sein.

* Andere Tumorerkrankungen (Mamma, Blase, ect.) in den letzten
24 Monaten

» Radiologischer Hinweis einer Gefasinvasion/-infiltration mitder
Gefahr einer Hamorrhagie bei Einsatz von Lenvantinib
durchTumorzerfall/-nekrose.

PI/SI: Prof. B. Schmalfeldt
Prof. Dr. Wolber
StudyNurse: E. Freese, S. Bertram-Schemmel

14.11.2022 © Block/Bohlke Version12.0
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Praventionsprogramm fir junge Menschen nach Uberstandener Krebserkrankung

Teilnahme am Programm

Sie konnen teilnehmen, wenn Sie zwischen 15 und 39
Jahre alt sind und zuvor eine Krebserkrankung tiberstanden
haben — unabhangig davon, wann die Erkrankung
stattgefunden hat.

CA R E Zunachst wird anhand von Fragebdgen und Gesprachen
fO]/’ eingeschatzt, ob und wie ausgepragt Sie betroffen

— sind und lhnen wird eine Basisversorgung angeboten.
Wenn Sie im Bereich Ernéhrung, Sport und Bewegung
oder Psychoonkologie Beratungsbedarf haben, kénnen

Sie an einem oder mehreren Modulen teilnehmen.

Um zu Uberpriifen, ob das Programmaziel erreicht werden
kann, werden alle Ergebnisse im Rahmen einer Studie
ausgewertet. Anfanglich werden Sie daher zufallig

einer von zwei Gruppen mit unterschiedlich intensivem
Beratungs- und Interventionsangebot zugelost. Nach
einem Jahr bekommen jedoch alle die Mdglichkeit an
den Interventionen des Programms teilzunehmen.

Weiterfuhrende Informationen finden Sie unter: CARE for CAYA

Hubertus Wald Tumorzentrum care4caya@uke.de www.careforcaya.de
Universitares Cancer Center Hamburg (UCCH)

Ansprechpartner:

Pl PD Dr. med. Alexander Stein Tel.: 040/ 7410 — 56882 a.stein@uke.de

SK Lesley-Ann Straub Tel.: 040/ 7410 — 56893 l.straub@uke.de

14.11.2022 © Block/Bohlke Version 12.0 Entitaten
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A phase 1B/2A multicenter, open-label, doseescalation study to determine the maximum tolerated dose, assess the safety, tolerability, pharmacokineticsand
efficacy of CC-220 as monotherapy and in combination with other treatments in subjects with multiple myeloma
EudraCT: 2016-000860-40

Part 1 — Dose Escalation | Screening (Eligibility Check) | Key Inclusion Criteria . _ _
« Male or female, 18 years or older (at the time consent is obtained)
« Eastern Cooperative Oncology Group (ECOG) performance status of 0-2

l ¢ & l l l . subjec_ts in RRMM cohorts must have a documented diagnosis of MM and have measurable disease defined as:
- - - - a. M-protein (sPEP or uPEP): sPEP 20.5 g/dL or uPEP = 200 mg/24 hours and/or
CC‘?CI‘+:6* % % —C,—"-'l;-‘;"—r Q@—‘%‘Q @9%—6—2 b. Light chain MM: Serum FLC assay: Involved FLC level 2100 mg/L and abnormal SFLC ratio
(l\[o:‘;l') DEX DARA+ Cg}'i2+ Cg-r'zi2+ C(.}.(i’fi;)g\, * All subjects in RRMM cohorts must have documented disease progression on or within 60 days from the last dose of their last
(DoubleT) DEX DEX DEX (CC-220Kd) myeloma therapy
(CC-220Dd) (Cc-220vd) (CC-220Kd) ) * Required previous number of therapy lines: = 1 in Cohort F, = 2 in Cohorts A, B, C, E, G1, G2, =2 3 in Cohorts D, |
- W;g"?ﬂ . RRMM co_horts must ha\(e regeived prior treatment W_ith _Ie_nalidomide or pomalidomide (Cohort D: prior treatment with
weekly CFZ 3 lenalidomide and pomalidomide) and a proteasome inhibitor.
* Part 2 RRMM cohorts (Cohorts C, D, I): must have received prior CD38 antibody.

RP2D for Established * Cohort | must have received prior treatment with a BCMA targeted therapy.

Part 2 — Dose Expansion I Screening (Eligibility Check) l * Part 2 Cohorts J1 and J2: documented diagnosis with previously untreated symptomatic MM as defined by IMWG (Rajkumar,
| - 2016) AND have measurable disease
+ } 7 ! 1 Key Exclusion Criteria
Cohort C Cohort D Cohort I Cohort J1 Cohort 12 * Absolute neutrophil count (ANC) < 1,000/uL, Platelet count < 75,000/uL; Part 2: platelet count <50,000/uL if = 50% of bone
CC-220 CC-220 + DEX CC220+DEX || CC-220+BTZ+DEX || CC-220+BTZ +DEX marrow nucleated cells are plasma cells
(MonoT) (DoubleT) (DoubleT) (CC-220Va) (CC-220Vad) « serious renal impairment (creatinine clearance [CrCl] < 45 mL/min), peripheral neuropathy >Grade 2
N=24 Stage 1 (N =40) Post-BCMA NDMM not eligible NDMM eligible for « Subject has a history of anaphylaxis or hypersensitivity to the products under investigation
Interim Analysis N=40 f°{1-‘_\55%T ;}S_C% +  systemic myeloma therapy, plasmaphereis, radiation therapy or major surgery within 14 days of initiating the first dose of study
- =2 drug; 28 days or 5 half-lives (whichever longer) in case of an investigational agent
Stage 2 (N =61) » Cohort E: COPD with FEV1 50% of predicted normal; moderate or severe asthma, previous allogeneic stem cell transplant
BCMA = B-cell maturation antigen; BTZ = bortezomib; CC-220Vd = CC- 220+BTZ~—DE.\ CFZ = carfilzomib; DARA = d b; DEX = » Cohorts J1, J2: Previous treatment with any anti-myeloma therapy except short course of steroids
dexamethaaone DoubleT CC-220+DEX combination therapy; IRT =1 ve Resp logy: IV =mtr ; MonoT = therapy; NDMM=
newlyd d yeloma; RP2D = ded Phase 2 dose.
Erganzende Informationen sind unter ClinicalTrials.gov verfugbar
Ansprechpartner: Telefonnummer
PI/LKP Prof. Dr. med. Katja Weisel 040-7410-58787 k.weisel@uke.de myelomstudien@uke.de
Deputy Dr. med. Anne Marie Asemissen 040-7410-23041 a.asemissen@uke.de
SK Daniela Becker 040-7410-58630 dbecker-g@uke.de
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Prospective Randomized Multicenter Phase Il Trial to Investigate Intensified Neoadjuvant Chemotherapy in LocallyAdvanced
Pancreatic Cancer

Intervention Study Arms

-Drug: Gem/nab-Pac All patient receive: -Experimental: Gem/nab-Pac 2 further cycles Gem/nab-Pac (duration of each
+2 cycles gemcitabine/nab-paclitaxel ((Gem/nab-Pac]; duration of each cycle 28 cycle 28 days)

days) «Intervention: Drug: Gem/nab-Pac

*Then: ‘Experimental: FOLFIFINOX 4 cycles combination therapy with 5-
*Nab-paclitaxel 125 mg/m2, IV infusion over 30 minutes, followed by gemcitabine fluorouracil/folinic acid, irinotecan, oxaliplatin (FOLFIFINOX) - duration of
1000 mg/m2 as a 30-minute IV infusion on D1, D8, D15 of each 28-day cycle each cycle 14 days

<Drug: FOLFIFINOX All patient receive: «Intervention: Drug: FOLFIFINOX

-2 cycles gemcitabine/nab-paclitaxel ((Gem/nab-Pac]; duration of each cycle 28

days)

*Then:

-Oxaliplatin 85 mg/m2, given as a 2-hour intravenous infusion D1 Folinic acid 400
mg/m2, given as a 2-hour intravenous infusion D1 Irinotecan 180 mg/m2, given as a
90-minutes intravenous infusion D1 (application through a Y-connector parallel to
infusion of folinic acid or 30 minutes after start of folinic acid possible) Fluorouracil
400 mg/m2, administered by intravenous bolus, followed by a continuous
intravenous infusion of fluorouracil 2400 mg/m2 over a 46-hour periodD1.

-To be repeated on D1 of each cycle.

Weiterfuhrende Informationen finden Sie unter: clinicaltrials.gov

HOPE*

Ansprechpartner:

PI Prof. Dr. S.Hegewisch-Becker Telefonnummer:040-41467893 email: hegewisch@hope-hamburg.de
SI Dr. Eray Gokkurt Telefonnummer:040-42916447 email: goekkurt@hope-hamburg.de
SK S. Meyer Telefonnummer:040-42916356 email: meyer@onkologie-eppendorf.de
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Ein Kompetenznetzwerk des UKE

EudraCT: 2018-000665-36

A Randomized, Open-label, Phase 3 Study Comparing Once-weekly vs Twice-weekly Carfilzomib in Combinationwith Lenalidomide
and Dexamethasone in Subjects With Relapsed or Refractory Multiple Myeloma (A.R.R.O.W.2)

Stratified by:

- 1SS stage

= Prior lenalidomide

- Prior proteasome inhibitor
= Prior anti-CD38 exposure

Figure 2-1. Study Schema

Open-label Treatment Period

Twelve 28-day cycles:
KRd56 once-weekly (N ~ 230)
K (20/56 mg/m2IV 30 min): days 1, 8, 15

Twelve 28-day cycles:
KRd27 twice-weekly (N ~ 230)
K (20/27 mg/m?2 IV 10 min): days 1, 2, 8, 9, 15, 16

Safety follow-up/EOS

»
>
© -
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& 5
8 =
e 8
3. [
o o
£ =
[
g [
o
(5]
w
I
C1D1

For both arms:

C6D1

C12D1

30 days after
last dose of IP

Lenalidomide (25 mg): days 1-21; Dexamethasone (40 mg; oral or IV): days 1, 8, 15, and 22 (day 22 is for cycles 1-9 only)

Key Inclusion Criteria

*  Males or females = 18 years of age.

« documented relapse or progressive multiple myeloma on or after any treatment (subjects
refractory to the most recent line of therapy are eligible, unless last treatment contained PI or
lenalidomide and dexamethasone).

*  Subjects must have at least PR to at least 1 line of prior therapy.

*  Subjects must have received at least 1 but not more than 3 prior lines of therapy for multiple
myeloma (induction therapy followed by stem cell transplant and consolidation maintenance
therapy will be considered as 1 line of therapy).

«  Prior therapy with a Pl or lenalidomide and dexamethasone is allowed, as long as the patient had
at least a PR to most recent therapy with Pl or lenalidomide and dexamethasone, was not
removed due to toxicity, and will have at least a 6-month PI or lenalidomide and dexamethasone
treatment-free interval from last dose received until first study treatment. (Patients may receive
maintenance therapy with lenalidomide during this 6-month PI or lenalidomide and
dexamethasone treatment-free interval).

*  Previous treatment with a lenalidomide and dexamethasone containing regimen s allowed, as
long as the subject did not progress during the first 3 months after nitiating lenalidomide and
dexamethasone containingtherapy

Key Exclusion Criteria

«  Waldenstrém macroglobulinemia.
*  Multiple myeloma of IgM subtype.

+« POEMS syndrome (polyneuropathy, organomegaly, endocrinopathy, monoclonal protein, and
skin changes).

*  Plasma cell leukemia (> 2.0 x 109/L circulating plasma cells by standard differential).

«  Primary amyloidosis (patients with multiple myeloma with asymptomatic deposition of amyloid
plaques found on biopsy would be eligible if all other criteria are met).

¢ Myelodysplastic syndrome.

Ansprechpartner: Telefonnummer

Pl Prof. Dr. med. Katja Weisel 040-7410-58787 k.weisel@uke.de myelomstudien@uke.de
Deputy Dr. med. Aneta Schieferdecker 040-7410-0 a.schieferdecker@uke.de

SK Daniela Becker 040-7410-58630 dbecker-g@uke.de
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A Phase 3, Randomized, Open-label Study of NKTR-214 Combined
with Nivolumab Versus Nivolumab in Participants with Previously

Hubertus Wald
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I Hubertus Wald Tumorzentrum
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Ein Kompetenznetzwerk des UKE

HAMBURG
Untreated Unresectable or Metastatic Melanoma
[ Screaning ] | Treatmert l I Folow-Up
i Treat until |
= TR MNIKTR-214 0.006 mokg IV Q3W RECEST .1 Follow-up for
/ Y and gl g safety, RECIST
Nivolumab 350 mgP IV Q3W o 1.1
Popsfanon, \ tonaty progression
= Tresatment naive (1L seffing) s ~ - S~ > ond survieal
« Lrresectablke stage 8l or stage V ¥ -
=
Stratfication faciors. £= g ] 253
s PD-L1=21%v. PD-L1 < 1% z Ve
indeterminate o
s BRAFmitv W7
- MONA1arw[0] vs M1an(1] -~ o S
b ',' Treat unhl RECIST Endpoints
A " Hivalumab 360 mg® IV Q3w 1.1 progression or + Primary
unacceptabla * ORR by BICR
toxcty <4* « PFS by BICR
3 > S G J . Qs
s Sacondary:
* Tha first 20 panticioants | = 18 years) in each sem will undirgo imancive * CORR and PES by Investigator
P oomarker sampling for cycle 1 * PFSand ORR oy BACR in 8M
“Nrvolumab dose for adolascents < 20 kg will o2 waight baszed oosslatian
“ Troatment bayond progression may be permittad if grotocol critaria met. * QS n BM population
“Maxrmom treatment duration of 24 mooths * Saferyftolorabifny
*Progression detamined Dy investigatorn with BICR confamatson.
Ansprechpartner:
Prufarzte:  Prof. Dr. C. Gebhardt (PI), T. Haalck (Deputy)  040-7410-57626, -52848 ch.gebhardt@uke.de; t.haalck@uke.de
SC: S. Weiland s.weiland@uke.de; supohl@uke.de
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Ein Kompetenznetzwerk des UKE

A phase 1/2, multicenter, open-label, study to determine the recommended dose and regimen, and evaluate the safety and preliminary efficacy of CC-92480in
combination with standard treatments in subjects with relapsed or refractory multiple myeloma (RRMM) and newly diagnosed multiple myeloma (NDMM)
EudraCT: 2018-004767-31

Phase 1

Cohort A (2 — 4 prior regimens):
CC-92480vd
Confinm tolerabiity of CC-92480 dose
{mTPI-2 designb)
14121-day CC-52480 Dosing

!

Cohort B (2 - 4 prior regimens):
CC-92480Dd
Condirm tolerability of CC-92480 dose
[mTP1-2 design®)
One schedule out of the follawing®
20/28-day OR 14/28-day OR 21/28-day CC-
92480 Daosing

ot

Cohort C (2 - 4 prior regimens).
CC-92480Kd
Canfirm tolarability of CC-92480 dose

(mTPI-2 design®)
Ona schadula aut of the following®
20/26-day OR 14728-day OR 2126-day CC-
92480 Dosing

Safety Review Committee confirms dose is tolerable

° Other combinations with CC-9248¢ and standard trestment may be
d

o i aub

level

p am
© 23 with maximum sample size of 9 evaluable subjects for each dese

=To be determined by the SRC basad on data from the CC-92480-
MM-002 and CC-92480-MM-001 studies

Part 1

Phase 2

Cohort D (1 — 3 prior regimens):

CC-92480vd
N=-4T)
Evaluate preliminary efficacy! safety of
CC-92480

14121-day CC-92480 Dosing

Minimum
jum >VGPR
fate met

Cohort E (1 - 3 prior regimens):

CC-92480Dd
(N =~ 49)
Evaluate preliminary efficacy/ safety of
CC-92480 ’

Using the confirmad Phase 1 schedule

Cohort F (1 =3 prior regimens):
CC-92480Kd
(N =~ 37)
Evaluata preliminary afficacy/ safaty of
CC-92480
Using the confimnad Phasa 1 schedule

CC-G24R00d = CC-52480 in combinstion with bortezomb snd dexsmath

Part 2

Cohort G (TE NDMM):
CC-92480vd
(N=-69)
Induction: CC-92480Vd (4-6 cydes)
1421-day CC-92480 Dosing

24800d = CC-2480 in combnation with

Key Inclusion Criteria
» Male or female, 18 years or older (at the time consent is obtained)
« Eastern Cooperative Oncology Group (ECOG) performance status of 0-2

e T L *

documented diagnosis of MM and have measurable disease defined as:

. M-protein (sPEP or uPEP): sPEP 0.5 g/dL or uPEP = 200 mg/24 hours and/or
. Light chain MM: Serum FLC assay: Involved FLC level 2100 mg/L and abnormal SFLC ratio

Required previous therapy lines: 2-4 in Cohorts A-C, 1-3 in Cohorts D-F

All subjects in RRMM cohorts must have documented disease progression on or within 60 days from the
last dose of their last myeloma therapy

RRMM cohorts must have received prior treatment with lenalidomide

Cohort G: documented diagnosis with previously untreated symptomatic MM as defined by IMWG
(Rajkumar, 2016) AND have measurable disease AND eligible for ASCT

Key Exclusion Criteria

Absolute neutrophil count (ANC) < 1,000/uL, Platelet count < 75,000/uL, Hb < 8 g/dL, serious renal
impairment (creatinine clearance [CrCI] < 45 mL/min, < 30 mL/min for Cohort G)

CNS involvement, peripheral neuropathy = Grade 2

Subject has a history of anaphylaxis or hypersensitivity to the products under investigation

Cohorts A-F: systemic myeloma therapy, plasmaphereis, radiation therapy or major surgery within 14 days
of initiating the first dose of study drug; 28 days or 5 half-lives (whichever longer) in case of an
investigational agent

Previous treatment with: POM (Cohorts D, E, F), DARA (Cohort E), Carfilzomib (Cohort F)

Cohorts A, B, C: progression on/within 60 days after treatment with BORTE/DARA/CARF (respectively) or
discontinuation due to toxicity

Cohorts B and E: COPD with FEV1 50% of predicted normal; moderate or severe asthma, previous
allogeneic stem cell transplant

Cohort G: Previous treatment with any anti-myeloma therapy except short course of steroids

Erganzende Informationen sind unter ClinicalTrials.gov verfiigbar

Ansprechpartner:
PI/LKP

Prof. Dr. med. Katja Weisel

Telefonnummer
040-7410-58787

k.weisel@uke.de myelomstudien@uke.de

Deputy Dr. med. Anne Marie Asemissen 040-7410-23041 a.asemissen@uke.de
SK Daniela Becker 040-7410-58630 dbecker-g@uke.de
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Ein Kompetenznetzwerk des UKE

An Efficacy and Safety Study of bb2121 in Subjects With Relapsed and Refractory Multiple Myeloma and in Subjects With High-Risk Multiple Myeloma

EudraCT: 2018-000264-28

Key Inclusion Criteria

Cohort 1:
RRMM (23
regimens) (N=73)

R

Cohort 2a:

MM (1regimen)
(N=39)

PD <18 mths from start of
initial treatment
(contaminginduction,
ASCT and LEN containing
maintenance)

Cohort 2b:

MM (1regimen)
(N=39)

PD <18 mths from start of

initial treatment
(containing Pl+imid +

Cohort 2c:

MM (1 regimen)
(N=30)

<VGPR 70-110 days from
ASCT

» Male or female, 18 years or older (at the time consent is obtained)

» Eastern Cooperative Oncology Group (ECOG) performance status of 0-1

* Subjects must have a documented diagnosis of MM and have measurable disease defined as:
a. M-protein (sPEP or uPEP): sPEP >1,0 g/dL or uPEP = 200 mg/24 hours and/or

b. Light chain MM: Serum FLC assay: Involved FLC level 2100 mg/L and abnormal SFLC ratio

l

dex)

* Cohort 1 specific requirements:
* Cohort 1 RRMM subjects with = 3 prior anti-myeloma treatment regimens (at least 2 consecutive
cycles of treatment for each regimen, unless PD was best response, prior treatment with a
proteasome inhibitor (PI), an immunomodulatory agent (IMID) and an anti-CD38 antibody)
» Subject has evidence of PD on or within 60 days of the most recent treatmentregimen

Retreatment

If PD and st
conditions met

Minimum 24 months or until PD

post-bb2121 infusion, whichever is longer

* Subject achieved a response (MR or better) to at least 1 prior treatmentregimen
» Cohort 2 specific requirements (subjects with only 1 prior anti-myeloma treatmentregimen):
* Subject must have the following HR factors: R-ISS stage Ill AND Early relapse defined as:

|}
. J

Minimum 6
months
post-bb2121 2@
infuston or until
PD, whichaver|s
longer

4

» Cohort 2a: PD < 18 months since start of initial therapy. Initial therapy must contain induction, ASCT
and LEN containing maintenance
» Cohort 2b: PD < 18 months since start of initial therapy which must contain a P, an IMID and
dexamethasone
» Cohort 2c: must have received 23 cycles of induction therapy which must contain a PI, an IMID and
dexamethasone. Subjects must have had ASCT AND < VGPR (excluding PD) at first assessment
between d70-110 after last ASCT, with initial therapy without consolidation and maintenance
Key Exclusion Criteria
* Hemoglobin <8,0 g/dL, Absolute neutrophil count (ANC) < 1,000/uL, Platelet count < 50,000/uL, renal
impairment (creatinine clearance [CrCI] < 45 mL/min)

Posttreatment follow-up discontinuation (PTFD)

* Previous allogeneic stem cell transplantation; investigational gene/cellular therapy; BCMA-directed therapy
Systemic myeloma therapy, plasmapheresis, major surgery or radiation therapy within 14d of leukapheresis

Erganzende Informationen sind unter ClinicalTrials.gov verfligbar

» History or presence of clinically relevant CNS pathology (e.g. epilepsy, seizure, aphasia, strokeetc.

PI/LKP

Ansprechpartner:

Prof. Dr. med. Katja Weisel

Telefonnummer

040-7410-58787

k.weisel@uke.de myelomstudien@uke.de

Deputy Dr. med. Anne Marie Asemissen 040-7410-23041 a.asemissen@uke.de
SK Daniela Becker 040-7410-58630 dbecker-g@uke.de
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Daratumumab Retreatment in Participants With Multiple Myeloma Who Have Been Previously Treated With Daratumumab Intravenous (Dara-IV)
EudraCT: 2018-004185-34
. Screening .
fuithin 28 day= befors randomization) Key Inclusion Criteria
l, » Male or female, 18 years or older (at the time consent is obtained)
Enroliment + Eastern Cooperative Oncology Group (ECOG) performance status of 0-2
U_ » Subjects must have a documented diagnosis of MM and have measurable disease defined as:
Stratification a. M-protein (sPEP or uPEP): sPEP >1,0 (>0,5 for non-lgG) g/dL or uPEP = 200 mg/24 hours and/or
i vniidbiol el b. Light chain MM: Serum FLC assay: Involved FLC level 2100 mg/L and abnormal SFLC ratio
* Subjects must have progressed from or be refractory to their last line oftreatment.
u * Received 1 or 2 prior line(s) of treatment of which one contained Dara-IV, and completed Dara-IV at least 3
1:1 Randomization months prior to randomization.
» Evidence of a response (PR or better based on IMWG criteria) to daratumumab-containing IV therapy with
/ \1 response duration of at least 4 months.
Arm A Arm B Key Exclusion Criteria
cuttaonp K (N =115) Dt a-SC Fxd (n=115) * Previous treatment with Dara-SC or carfilzomib.
e o e e e s * Hemoglobin <8,0 g/dL, Absolute neutrophil count (ANC) < 1,000/uL, Platelet count < 75,000/uL/ platelet count
Dexametimane: 10y wesiy Same Kd ot oo fvecks <50,000/uL if = 50% of bone marrow nucleatedcells are plasma cells
. - e » Serious renal impairment (creatinine clearance [CrCl] < 20 mL/min), peripheral neuropathy >Grade 3
TpIe mpeloms. withdrawal of consent. o enlof he Sy « Subject has a history of anaphylaxis or hypersensitivity to the products underinvestigation.
U » Previous allogeneic stem cell transplantation.
End of Treatment (EOT) Visit + Systemic myeloma therapy, major surgery or radiation therapy within 14 days of randomisation; 14 days or 5 half-
lives (whichever longer) in case of an investigational agent. Plasmapheresis within 28 days of randomization.
U + COPD with a FEV1 <50% of predicted normal; known moderate or severe persistent asthma, or a history of
Follow-Up asthma within the last 2 years, or currently has uncontrolled asthma of any classification
_ » Intolerance to hydration due to preexisting pulmonary or cardiac impairment; LVEF< 40%
[
Study End Erganzende Informationen sind unter ClinicalTrials.gov verfugbar
Ansprechpartner: Telefonnummer
PI/LKP Prof. Dr. med. Katja Weisel 040-7410-58787 k.weisel@uke.de myelomstudien@uke.de
Deputy Dr. med. Anne Marie Asemissen 040-7410-23041 a.asemissen@uke.de
SK Daniela Becker 040-7410-58630 dbecker-g@uke.de
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A phase | study to evaluate safety and early signs of efficacy ofthe
human monoclonal antibody-cytokine fusion protein IL12-L19L19

Main eligibility criteria:

» Male or female aged 18 to 80 yearsold.

« histological or cytological diagnosis of advanced/metastatic immunotherapy responsive solid carcinoma or lymphoma, that has progressed on immune checkpoint-blockade therapy.

« Patients with primary brain tumors will be excluded.

« Patients must have received an immune checkpoint blockade therapy-based regimen as immediate prior treatment.

*Subjects must have had clinical benefit (CR/PR/SD) while on checkpoint inhibitor treatment defined as = 3 months free from progression from initial imaging documenting metastatic disease followed by
radiographic disease progression after checkpoint inhibitor per investigator's opinion.

+ Only patients without other therapeutic alternatives but with curative or survival prolonging potential per investigator judgement are able to participate.

*Tumor types of primary interest include malignant melanoma, non-small cell lung cancer (NSCLC), renal cell carcinoma, urothelial carcinoma, head and neck squamous cell carcinoma (HNSCC),
microsatellite instability-high (MSI-H) or mismatch repair deficient (dMMR) metastatic colorectal cancer, hepatocellular cancer, gastric cancer, squamous cell carcinoma of the skin and cervical cancer. For
the dose expansion part, DLBCL can be considered inaddition.

«Patients may have previously received chemotherapy, immunotherapy or radiation therapy. Such therapies must be completed at least 4 weeks prior to study drug administration. Radiotherapy within 4
weeks of the first dose of study drug, is allowed for palliative radiotherapy to a limited field, such as for the treatment of bone pain or a focally painful tumor mass. During the expansion part, to allow
evaluation of response to treatment, patients must have remaining measurable disease that has not been irradiated.

« Eastern cooperative oncology group (ECOG) performance status <2

« Patient has an estimated life expectancy of at least 12weeks.

« At least one unidimensionally measurable lesion either by computed tomography (CT), MRI or PET/CT as defined by RECIST (v. 1.1) for solid tumors or by LUGANO criteria for malignantlymphoma.
*Absence of active and uncontrolled infections or other severe concurrent disease, which, in the opinion of the investigator, would place the patient at undue risk or interfere with the study lead to exclusion
from the study population.

* A personally signed and dated informed consent document indicating that the subject has been informed of all pertinent aspects of the study and has given consent to participate in the study.

+All acute toxic effects (excluding alopecia and fatigue) of any prior therapy (including surgery, radiation therapy, chemotherapy) must have resolved to National Cancer Institute (NCI) CTCAE (v. 5.0)
Grade = 1.

Full resolution of checkpoint blockade therapy-related adverse effects (including immune-related adverse effects) and no treatment for these AEs for at least 4 weeks prior to the time of enroliment. The
only exception are patients with checkpoint blockade induced hypothyroidism and hypophysitis if these patients are on stable maintenance therapy with levothyroxine or steroids (< 10 mg prednisone
equivalent) for at least 2 months priordosing.

* No history of severe immune related adverse effects from prior given immune checkpoint blockade therapy (CTCAE Grade 4; CTCAE Grade 3 requiring treatment >4 weeks).

Additional Information are available on ClinicalTrials.gov

Ansprechpartner UKE:

Pl Prof. Dr. med. Walter Fiedler 040-7410-53919 fiedler@uke.de

Si PD Dr. med. Andreas Block 040-7410-56305 block@uke.de

SK Petra Kithne 040-7410-54353 p.kuehne@uke.de
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Prof.Witzel/Prof.Miller StudyNurse: T.KummernuR

ADAPT CYCLE adjuvatne Therapiemoglichkeit fir Patientinnen mit HR+/HER2 negativem Mammakarzinom

Adjuvant Dynamic marker-Adjusted Personalized Therapy comparing endocrine therapy plus ribociclib versus chemotherapy
intermediate risk HR+/HER2-early breast cancer

Treatment Follow-up
I Screening I | I | RS £ 25 with luminal-B-like
| T || Follow-up | or —
Days Vears > Biopsy / ¢/pT2-4 WX ER (Ki-67 550 > 10%)
Io2tx7 ADAPT start 1 2 3 4 51 a8l — c/pND

Low Risk
-> Not Part of the
Study

RS > 25 with luminal-B-like

' o : y
¢ cipT2-4 with ER (Ki-67 . = 10%) —-@

i Ribociclib s - e
H 3 Endocrine Therapy at 2
’ ' B —— 3z ¥ - RS < 25 wix ER (Ki-87,,, > 10%)
Endocrine | | (+GnRH Agonist, if i post i
Therapy at Ki-67 ADAPT E premenopausal)* o - y’:‘;;' = c/p N1 —E
Investigator’s - (EFYRRINE. Intermediate Q; 1 3 RS > 25 with ER (Ki-ﬁTm‘ < 10%) —
Choice Risk

h

4 i

| CTX** im

: (16-24 :3 Endocrine Therapy at Investigator’s Choice
weeks) |

N=5600 | Surgery
to be screened ] or Core
(estimated) | Biopsy

Mammakarzinom adjuvant
(HR positiv, HER2 negativ)

Ki-67 Ki-67
i | i

(OncotypeDx)

21 +/-7 days ER = Endocrine Response; ET = Endocrine Treatment
= Yy R = Randomisation; RS = Recurrence Score

RS <25 with ER (Ki-67 oy < 10%) —

jueAn(pe(oau) Jo} sajepipued

ADAPT
High Risk

-> Not Part of the

Study

* Neoadjuvant use up to 6 +/-2 months allowed
** Neoadjuvant use up to 24 weeks allowed (depending on scheme)

Luminal-B-like (G3 or KI-67>20%) or

Clinically Node-Positive or cT2-4c
Genomic Signature (Oncotype Dx)

1
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Prof.Witzel/Prof.Miiller StudyNurse: T.KummernuR

NATALEE multizentrische, randomisierte Open-Label-Studie der Phase Il zur Bewertung der Wirksamkeit und Sicherheit

von Ribociclib mit einer endokrinen Therapie als adjuvante Therapie bei Patienten mit Hormonrezeptor-positivem, HER2-
negativem friihem Brustkrebs (neo-adjuvante Brustkrebstherapie)

Trial Design

NATALEE is a phase |l multicenter, randomized, open-label trial to evaluat® efficacy and safety of
ribociclib with ET as an adjuvant treatment in women and men with HR-positive, HERZ-negative EBC

NS P ELTING P sad | . p om al i Eil
n andmen = m‘m‘ c d ) c,:lq
i | £ 3|/ "

Mammakarzinom adjuvant
(HR positiv, HER2 negativ)

ApRAOCEANa v et of e wond Rl@
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StudyNurse: Sandra Bertram-Schemmel

DETECT'V /CH EVEN DO Multizentrische Phase lll Studie bei Patientinnen mit HER2-positivem, HR-positivem

metastasiertem Brustkrebs : zum Vergleich Chemotherapie vs. endokriner Therapie in Kombination mit der dualen HER2-
gerichteten Blockade mittels Trastuzumab und Pertuzumab

~ Einschlusskriterien
2 DETECT V/ CH EVEN DO ( Herceptin® (Trastuzumab)/ \
o= Perjeta® (Pertuzumab) Folgende Einschlusskriterien miissen erfiillt sein:
8 Ch % 1. Schriftliches Einverstandnis zur Studienteilnahme
emotherapy
Q. 2. Bestimmung des HER2-Status des primaren Mammakarzinoms und/oder
o * Capecitabine einer Metastase mit HER2-Positivitat aller Gewebsproben, d.h.
ee e Immunhistochemie 3+ oder Fluoreszenz in situ Hybridisierung (FISH)
% HRMESR2+ K - Vinorelbine (i.v.) -/ positiv sowie histopathologisch bestatigter Hormonrezeptorpositivitat.
- 1st - 3rd line 3. Metastasiertes Mammakarzinom, das einer Operation oder
é N =270 4 Hercentin® (Tastuzumati]/ N\ Strahlentherapie alleine nicht zugénglich ist.
Perjeta® (Pertuzumab) 4. Nicht mehr als 2 vorrangegangene Chemotherapielinien in der
E Randomisierung . metastasierten Situation.
SIpleceing thetopy 5. Tumorevaluation innerhalb von 4 Wochen vor Studienrandomisierung.
+ Aromatase inhibitors 6. Alter > 18 Jahre
\_ S posien ) 7. Echokardiografischer Nachweis einer linksventrikuléren Ejaktionsfraktion
(LVEF) = 50% zu Studienbeginn.
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Metastasiertes Mammakarzinom

Miiller, Witzel, Seiffert, M.-Rausch, Laakmann StudyNurse: Sandra Bertram-Schemmel

DETECT'IV Multizentrische Studien bei Patientinnen mit HER2-negativem metastasiertem Brustkrebs und

zirkulierenden Tumorzellen (CTC); DETECT IV: Hormonrezeptor-positiver Primartumor, HER2 negative CTC DETECT-
Il geschlossen;DETECT-IV Eribulin Arm geschlossen

>
® Einschlusskriterien
q=) DETECT E< o DETECT lll | DETECT IV
o~ e 1 Metastasiertes Mammakarzinom und HER2-Negativitdt aller untersuchten
E ) — Gewebeproben (Primartumor und/oder metastatische Lasion)
T g 2 Nachweis zirkulierender Tumorzellen (CTC); mindestens eine CTC/7.5 ml Blut
- c ﬁ i o (CellSearch® Circulating Tumor Cell Kit)
2 ZE o - 3 Mindestens eine HER2-positive CTC AusschlieBlich HER2-negative CTC
B §§ 4 Indikation zur Standard-Chemo- oder | Indikation zur endokrinen Therapie
o % crce [HeR2 endokrinen Therapie
Q i 5 Bis 3 vorherige Chemotherapielinien Bis 2 vorherige Chemotherapielinien
o S 6 Tumorevaluation (< 6 Wochen vor Studienrandomisierung) mit > 1 nach RECIST
5 auswertbare metastatische Lé&sion
7 ECOG< 2
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Miiller,Witzel,Steinhilper,Miiller-Rausch StudyNurse: Sandra Bertram-Schemmel

B041843 A PHASE 1ll RANDOMIZED, DOUBLE-BLIND, PLACEBO-CONTROLLED, MULTICENTER STUDY

EVALUATING THE EFFICACY AND SAFETY OF GDC-9545 COMBINED WITH PALBOCICLIB COMPARED WITH LETROZOLE COMBINED
WITH PALBOCICLIB IN PATIENTS WITH ESTROGEN RECEPTOR-POSITIVE, HER2-NEGATIVE LOCALLY ADVANCED OR METASTATIC
BREAST CANCER

Experimental Arm

GDC-9545 30 mg: PO QD D1-28
+ Letrozole-matched placebo: PO QD D1-28
+ Palbociclib 125 mg: PO QD D1-21

ER-Positive, HER2-Negative
Locally Advanced or Metastatic Breast Cancer

N= 978

%)
+ Histologically or cytologically confirmed diagnosis 28-day cycles §
* No systemic anti-cancer therapy for locoregionally R S
advanced or metastatic disease —>] 11 Control Arm T
* No disease recurrence during or within 12 months of : g—_
completing prior neoadjuvant or adjuvant treatment with Letrozole 2.5 mg: PO QD D1-28 3
an Al or CDK4/6 inhibitor + GDC-9545-matched placebo: PO QD D1-28 S

* No prior treatment with a SERD (e.g., fulvestrant) + Palbociclib 125 mg: PO QD D1-21

* No active cardiac disease or history of cardiac
\dysfunction / 28-day cycles

Stratification Factors
+ Site of disease (visceral vs. non-visceral)
+ Disease-free interval since the end of prior (neo)adjuvant therapy
(de novo metastatic; < 12 months vs. > 12 months)
+ Menopausal status (postmenopausal vs. premenopausal or male @)
+ Geographic region (North America; Western Europe; Asia Pacific; other)

14.11.2022 © Block/Bohlke Version 12.0 Entitaten
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Witzel,Miiller,Steinhilper StudyNurse:Sandra Bertram-Schemmel

Ca plTE"O Initiierung im September A Phase Il Double-blind Randomised Study Assessing the Efficacyand

Safety of Capivasertib + Fulvestrant Versus Placebo + Fulvestrant as Treatment for Locally Advanced (Inoperable) or Metastatic
Hormone Receptor Positive, Human Epidermal Growth Factor Receptor 2 Negative (HR+/HER2-) Breast Cancer Following
Recurrence or Progression On or After Treatment with an Aromatase Inhibitor (CAPItello-291)

Gilobal Ph3 study: CAPItello-291

Poputation: Localy advanced {inoperable) or metastane Al resistant breast HR+HERZ- cancer sutable for fresfment wih fubestrant
Hypothesis: Addtion of capivasantd 1o Advesirant Sgnicantly profongs PFS and 08

TELIGELITY

HE0 0 Cally CONNMES K Calty Rancd 0 (N0 rash) OF Matastat: 7

HR+HERZ- breazt canter oy 103l a3 oradar from the mostracenty N=834" Primary endpont
oolected umowriseye® C apwasert b 4 %

NGO, 2000160 0 Stad] AN PASHTENI PAISE MINVEN fulvestrant Kmury

~

Reaunence or progressin whieonorathn 12 ms of the and of d3part - 030

Al af progressanwhils on prioe Al far bcally sdvanced o matyztatic Sreoet Placebo + fulvestrant * PFS inEnl+ subgroup
Cancar Wi g Nk 065 HNEE Ao ba tha mostracsn T v %{‘

NO maretnan2 priar ines of en0aCmenior ocaly adancadinaparnasi ) + HRDoL

metastyic deayss v Safcty andtoleratiky

Up 0 11neal proe cha momenapy $ar K cally 30ven ced (inogeratie)

mettatc 05a & «  Trextmearnt umiidisease progreszon unaccegtable aachy, pabiert
mhdaval
No prioe tvastiont SERDs, AKT, P13 andormTOR nhibilors ¢ Crozs-over from placaba o caghvas et notalowed

i % & » f
Prioe COKASInhiaRons ahawad (Erpat»50%) R

- a a a2 . v Lwer retaatanes (x)
NEASUrEaK 054 MaRECIST 1.1 OR cticasa wih a st 1hic o « Gergraptic woason
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Miiller, Witzel, Wolber, Seiffert, Rausch, Kiirti, Biermann, Laakmann, Jaeger, Riecke, v.Aken
Dokumentar: D.Engelen
PRAEG NANT (Prospective Academic Trans- lational Research Network for the Optimization of Oncological Health Care
Quality in the Advanced Therapeutic Setting). Ein prospektives transtlationales Forschungsnetzwerk fiir die Optimierung der
onkologischen Behandlungsqualitat im Rahmen der Fortschritte im Bereich der molekularen Medizin von Patientinnen mit
metastasiertem Brustkrebs. Aufbau eines Registers fiir translationale Studien und molekulare Testungen sowie die Erfassung
£ von therapieinduzierten Toxizitdten und Lebensqualitdt. Aktuell in PHASE | — offen fiir Patientinnen mit fortgeschrittenem
o Mammakarzinom.
: 1st diagnosis
.ﬁ of metastasis 1st prog 2nd progressi 3rd progression
E v @ Vv v
T = ) TN CIIEE S —
E > Inclusion in the study possible at any time m mw
E 5 Protein analysis
g 3 W Chromosomal aberrations, mutations,
- Y amplifications, deletions
o 9@ o] Quantity, pattern, association with expression
£ 7 mi " " and profel anslyis
Q= = oo g o Chomml“& aberrations, mutations,
7)) - amplifications, deletions
g o Assessment A i ﬁ A Leukocyte RNA expression
(] g e e [ kst
£ - Chromosomal aberrations, mutations,
Continuous assessment dmzfﬂ mﬂlﬁaﬂom. deletions, RNA wm’
= : = protein analysis, cell cultures

FPE  DNAanalysis, RNA analysis, protein analysis

Fig.1 Diagram of the PRAEGNANT study with regard to disease progression, inclusion in the study, blood sampling, tumor assessment and assessment of
progression.
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Alle Arzte
Dokumentar: D.Engelen

BM BC Multizentrische prospektive und retrospektive klinische Datenerfassung von Patientinnen mit Hirnmetastasen,

Kooperation der GBG, AGO-Trafo, AGO-B und des UKE. Erhebungen von Erkrankungsverlaufen mit Hirnmetastasen,
Durchfiihrung von wissenschaftlichen Projekten zur Verbesserung des Managements von Patientinnen mit Hirnmetastasen und
um die Ursachen fiir die Entstehung von Hirnmetastasen bei einer Brustkrebserkrankung besser zu verstehen.

Einschlusskriterien Ausschlusskriterien Kooperationspartner

Nachweis von Hirnmetastasen Andere maligne Erkrankungen in der Anamnese

(Bildgebung, Operation)

Mammakarzinom in der Anamnese Fehlende histologische Sicherung des
Mammakarzinoms

ED der cerebralen Metastasierung 2000 Praexistente neurologische Erkrankungen

(Hirnmetastasen, jeder Subtyp)
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Eine randomisierte, doppelblinde, placebokontrollierte, multizentrische Phase Ill Studie mit Durvalumab in Kombination mit Chemotherapie
und Bevacizumab, gefolgt von einer Erhaltungstherapie mit Durvalumab, Bevacizumab und Olaparib bei Patientinnen mit neu
diagnostiziertem fortgeschrittenem Ovarialkarzinom

Einzelarm-Kohorte

CTX 6 Zyklen qawk * newly diagnosed, histologically confirmed,
RN advanced (Stage llI-1V) high grade
n ~150 epithelial ovarian cancer including high
e Syt V. bk grade serious, endometriod, clear cell
. imardiagnose . .
eines high-grade Olaparib 300mg BD (24 Manate) ovarian cancer or carcinosarcoma,
oy igans primary peritoneal cancer and / or
primsren Arm 1 (SOC) fallopian-tube cancer
oneal- . .
karzinoms CTX 8 Zykien q3wk « All paﬂentg should be cgnd|dates for
{e0 V) T cytoreductive surgery either: upfront
- primar-op erfolgt Devsoiieats 15005 9ot Somiaen) primary surgery OR plan to undergo
e Durvalumab Placebo IV q3wk chemotherapy with interval debulking
geplant Evidence of presence or absence of
Ol b Pl bo BD (24 Mo . . .
. w1050 44 n=906 | gl n e, BRCA1/2 mutation in tumour tissue
R * Mandatory provision of tumour sample for
en . .
BRCA,, 2 centralised tBRCA testing
— Bevacizumab 15mg/kg q3wk (mandatory) A”ssgh“ ssk“tgmgn !A”Sm‘ah“
4BRCAm Kohorte| . . . .
e ’ Dromkeh IV ok * Non-epithelial ovarian cancer, borderline
tumors, low grade epithelial tumors or
Arm 3 Claparib Placebo BD (24 Monate) mUCInous hlstology
P . Prlor_ systemic anti-cancer therapy for
ovarian cancer
>[:Eeveckmb 10metu ot (mesde) + Inability to determine BRCA mutation
e S Durvalumab IV g3wk status
1) Makroskopisch kein Tumorrest versus . . . .
Tumorrest oder IDS - * Prior treatment with PARP inhibitor or
2) Region: Nordamerika; EU; RoW Olaparib 300mg BD (24 Monate) immune mediated therapy
* Planned intraperitoneal cytotoxic CTX
PI/SI: Prof. B. Schmalfeldt / Prof. L. Wdlber + Active or prior documented autoimmune or
StudyNurse: E.Freese inflammatory disorders

14.11.2022 © Block/Bohlke Version 12.0 Entitaten
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Multicenter, randomized, placebo controlled, double blind study with Rucaparib MAintenance After Bevacizumab
Maintenance Following Carboplatin Based First Line Chemotherapy in Ovarian Cancer Patients (MAMOC)

1.Histologically confirmed, advanced (FIGO
stage IlIA, 11IB, IIIC, or IV) serous or high grade
endometrioid ovarian cancer, fallopian tube
cancer, primary peritoneal cancer and clear cell

)

3.Major surgery within 4 weeks of starting study

6 Cycles
P {STRATIFICATION - » carcinoma of the ovary in first line therapy.
O 2.Treatment with Bevacizumab for 12 to 15
Surgery —3 C:nm —» z : a months, independent of dosage.
emo- Maintenance 9 v 3.Completed first line platinum-taxan
therapy therapy with — SIE chemotherapy and at least stable disease after
- < = 2 treatment with Bevacizumab before
OR Bevaci- - D - b - randomization.
zumab (o) ® : 1.Non-epithelial origin of the ovary, the fallopian
3 Cycles 3 Cycles for at least 0 ‘o tube or the peritoneum (i.e. germ cell tumors)
Platinum- Platinum- 12 months E . and Ovarian tumors of low malignant potential
taxane taxane o i i
-» Surgery > — 3 (e.g. borderline tumors), or mucinous
Chemo- Chemo- = carcinoma.
thera thera ‘? 2.Radiotherapy within 6 weeks prior to study
Py Py U treatmont
reatmen

PRE-STUDY THERAPIES treatment and patients mu;t have recovered
from any effects of any major surgery

PI/SI: Prof.Schmalfeldt/Prof.Wolber
StudyNurse: Natasha Gaskill

14.11.2022 © Block/Bohlke Version 12.0 Entitaten
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Ein Kompetenznetzwerk des UKE

Prospective, multicentre phase lll-trial in malignant extracranial germ cell tumours including a randomization between
Carboplatin —and Cisplatin — combination standard chemotherapy based on a risk — stratification derived frm preceding
MAKEI 96 trial and publised data

MAKEI V: Risk stratification for malignant ovarian germ cell tumours Inclusion criteria

RANDOMIZATION *Confirmed extracranial MGCT up to 17 11/12 years of age or patients with

FIGO stage FIGO stage ' " FIGO stage FIGO stage ovarian primaries up to 29 11/12 years of age on the date of written informed

la-b, Ic1 le2 /1e3 | Na-ub | n [ | consent ) _

. T e Gt /—o:en—\ « Diagnosis of a chemotherapy-naive extracranial MGCT
ovarectomy /ovarectomy\ /ovarectomy\ biopsy biopsy . Karnofsky-lndex of >70% or ECOG-Status 0-

compicte [incomplete 11 mmp,ete lhnwmp,ete 1 *Negative pregnancy test within 7 days prior to start of treatment for female

e —— patients of childbearing potential, in case of 3-HCG secreting MGCT pregnancy
1 course has to be excluded by appropriate methods

watch & wait Randomization: Randomization: Randomization: w
e O ot 9 ey NS s LA JiPEI vs Carbo.diPEl Exclusion criteriain general:

» Pregnancy, Lactation

At 2nd and 4t At 27d and 4t

In case of

pathologically Reevaluation
proven = =
vascular/lymphatic \ (imaging)

invasion, patients
are upgraded to
intermediate risk.
Please contact
study coordination
centre.

urgica
evaluation?
{in case of residue’

INTERMEDIATE RISK

course:
Reevaluation

(imaging)
Surgical

evaluation?
(in case of residue)

HIGH RISK

course:
Reevaluation
(imaging)

Surgical
evaluation?

, LOWRISK

VERY HIGH RISK

In case of progression stratlflcatlon according to risk group

Important notes: (Please contact the study coordinator immediately)

1) Intermediate and high risk group: reports of tumour markerare recc (see A 3.8h), if unfavourable standard tumour marker decline at day
18-21 after start of 1st cycle of ¢ ed for intensification of treatmentand should undergo stem cell apheresis after the 2nd

apy
cycle of standard Carboplatin or Cisplatin chemotherapy If tumour marker decline is still unfavourable after the 2nd cycle of chemotherapy two cycles of dose-

intensified Etc and Carb in or Ci in (Carbo-di-PEl or di-PEl) with stem cell support are administered.
2)in case of vital malignant cells at final surgery: patient is valued as non-responder and will receive individual treatment.

* HIV-positivity

* Live vaccine immunization within two weeks before start of protocol treatment
*Sexually active adolescents not willing to use highly effective contraceptive
method (pearl index <1) until 12 months after end of chemotherapy

*Any other medical, psychiatric or drug related condition, or social condition
incompatible with protocol treatment.

Exclusion criteriain special indication:

» Second malignancies

*Negative preoperative tumour markers AFP and R-HCG and solely pure
teratoma histology

* Hearing impairment Grade 3 and 4 (CTCAE Vers.4.03)

P1/SI: Prof. Schmalfeldt/ Prof. Wolber
StudyNurse: TKummernul3/ E. Freese
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Randomisierte Phase Ill Studie zur Wirksamkeit und Sicherheit von Atezolizumab in Kombination mit
Bevacizumab + Chemotherapie vs. Bevacizumab und Chemotherapie bei rezidiviertem Ovarialkarzinom.

« epithelial ovarian, fallopian tube

or primary peritoneal cancer pom— + Histologisch gesichertes Ovarial-, Tuben- oder primares
PLD or Paclitaxel (qw)* + Bevacizumab Peritonealkarzinom mit dem ersten oder zweiten
* 1st or 2nd relapse: + * Rezidiv innerhalb von 6 Monaten nach einer
TFl p < 6 months Placebo platinbasierten Chemotherapie oder dem dritten Rezidiv,
* OR 3rd relapse wenn
* ” Arm B, ; * keine Platin-basierte Therapie in Frage kommt
PLD or Paclitaxel (qw)* + Bevacizumab . . .
* Prior Bevacizumab allowed . » Vorherige Bevacizumab Therapie erlaubt
Atezolizumab (Auswaschphase: mind. 20 Tage nach der letzten
« Bev and atezolizumab specific kil Bevacizumab
exclusion criteria n= 664 * Therapie)
» Verfugbarkeit und Einwilligung fur frische Tumorbiopsie
« Archival and recent biopsy mandatory (nicht alter als 3 Monate) oder zugangliche Tumorlasion
* Reprasentative archivierte Tumorprobe (FFPE Block,
+ PS 0/1, life expectancy 3 months + bevorzugt von Primardiagnose)
*In arm A and B cohorts capping: 50% PLD and 50% paclitaxel Ausschlusskriterien (Auswanhl)
PLD, pegylated liposomal doxorubicin; PS: performance status * Mandatory BIOpSy ° Nlcht _ epitheliale Ovarial-, TUben _ Oder

Peritonealkarzinome (z.B. Keimzelltumore)

» Ovarialtumore mit niedrigpotentem Potential (z.B.
Borderline Tumore)

* Andere maligne Tumore in den letzten 5 Jahren

» Pat. mit Autoimmunerkrankungen (Ausnahmen:
Autoimmun Hypothyreose, kontrollierter Typ | Diabetes
mellitus)

P1/SI: Prof. B. Schmalfeldt /Dr. K. Prieske
StudyNurse: S.Bertram-Schemmel

Silke KalRner 040/ 44190 669 studien@mammazentrum.eu

14.11.2022 © Block/Bohlke Version 12.0 Entitaten
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Randomisierte, doppel-blinde Phase Ill Studie zur Erhaltungstherapie mit Olaparib vs. Placebo bei Patientinnen mit
einem high grade serésen Ovarial- . Tuben-, oder primaren Peritonealkarzinom nach Abschluss einer
vorangegangenen PARP- Inhibitor-haltigen Therapie.

Figure 3 Overview of Treatments Before Study Randomisation Einschlusskriterien (Auswahl)

- Klinisches Ansprechen: mind. PR der Primartherapie

- BRCA1/2 Status muss bekannt sein

BRCA1/2 (+ve) R ,.n.-»ﬁ::i.p::rur..>.lz»wi) - Vorangegangene Therapie mit einem PARP Inhibitor

- BRCA1/ 2 pos.: mind. 18-monatige Dauer der ersten PARP-

Inhibitoren Therapie nach Erstlinientherapie und mind. 12monatige
Dauer nach Zweitlinien- und Folgetherapien

- BRCA1/ 2 neg.: mind. 12 — monatige Dauer der ersten PARP —
Inhibitoren Therapie nach Erstlinientherapie und mind. 6-monatige

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

L]
llui OREO - Ovar 2.31 I

Ein Kompetenznetzwerk des UKE

HAMBURG

Entry in Eligible Ovarian Cancer Population is Based on Length of FIRST PARPiI EXPOSURE

17 line s2.week nterval

Chemotherapy Z18 months PARPI / ﬁ Chemotherapy* U

CReO: Olaparib or placebo

without progression

212 months PARPI % ¢
Chemotherapy without progression Wcm:mo'.hcrapv ﬂ OReO: Olaparib or placebo

2™ or subsequent lne E-week Interva . .
e Dauer nach Zweitlinien — und Folgetherapien
BRCA1/2 (ve) R e ks - Applikation von mind. 4 Zyklen einer platinbasierten Chemotherapie
i B-week intenal vor Studieneinschluss
Chemotherapy || 212 months PARPI i P U, et ekl 7 slcalié - Einschluss innerhalb von 8 Wochen nach der letzten Chemotherapie
without progression [ - ECOG 0-

2z th p
Chemotherapy B/ mOAths AR rchcmolhcrapy' ﬁ OReO: Olaparib or placebo

without progression

hlusskriterien ( i

- Bevacizumab im Rahmen der vorangegangenen Therapie!

2% arsubsequent Ine <8 -week mernal

NB: Subjects allowed with additional line of chemotherapy (+/- bevacizumab) after PARPI and prior to most recent
platinum-based chemotherapy

Relapse Relapse

{an Interval after stopping

PARPI & allow ed)
I sEwaek interval PI/SI Prof B SChmaIfeIdt
;chemothcfam' PARPI NChemo'th Chemotherapy* U OReCQ: Olaparib or placebo StUdyNurse: E Fresse
L

*Complete or partial res panse (o most recert plabinum-based chemotheropy (24 cycles) without bevaceumab

14.11.2022 © Block/Bohlke Version 12.0 Entitaten
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A Randomized, Open-label, Phase 3 Study of Mirvetuximab Soravtansine vs. Investigator’s Choice of Chemotherapyin
Platinum-Resistant, Advanced High-Grade Epithelial Ovarian, Primary Peritoneal, or Fallopian Tube Cancers with High
Folate Receptor-Alpha Expression

Mirvetuximab . I_Datients must have progressed on or after their mostrecent
\ - line of therapy, ECOG 0 -1
M I R a S;‘\ o Soravtansine

v = Time from prior therapy:
(1} A 6 me/ke (adjusted ideal body weight) P Py

once every 3 weeks Primary Endpoint - \/Sv)r/]?éﬁrg\;(é rairs],tg]:gr?é?)suc therapy (5 half-lives or 4 weeks,

1:1 Randomization Progression-free survival — Focal radiation completed at least 2 weeks prior to first
+ 430 patients/330 events for ol STRATIFICATION FACTORS by INV dose of study drug
IC Chemotherapy Choice i itivi j . .
. g{iasti?m{lm\:esistant S (Paclitaxel, PLD, Topotecan) BICR* for sensitivity analysis - Patients must have at least one lesion that meets the
(<6 months PFI) Prior therapies definition of measurable disease by RECIST v1.1
. Prior Bev and PARP allowed (1vs2vs3) Secondary Endpoints (radiologically measured by the Investigator)
* BRCAmut patients allowed . ’ : Overall response rate by INV - Patient’s tumor must be positive for FRa expression as
'"V‘éi‘t'gat‘t’:‘ s Choice St pidraiy defined by the Ventana FOLR1 (FOLR-2.1) CDx assay
. ) emotherapy :
Statistical Assumptions Paclitaxel, PLD', or Patient reported outcomes - Patients must have received at least 1 but no more than 3

prior systemic lines of anticancer therapy, and for whom
single-agent therapy is appropriate as the next line of

+ a=0.05 (two-sided), Power = 90%,

HR=0.7; control arm mPFS 3.5 mo Paclitaxel: 80 mg/m? weekly treatment:
PLD: 40 mg/m? once every 4 weeks . . . .
Topotecan: 4 mg/m? on Days 1, 8, — Adjuvant £ neoadjuvant considered one line of therapy
and 15 every 4 weeks; or 1.25 mg/m’ — Maintenance therapy (e.g., bevacizumab, PARP

Sl 13 ety weecks inhibitors) will be considered as part of the preceding line

of therapy (i.e., not counted independently)

— Therapy changed due to toxicity in the absence of
progression will be considered as part of the same line
(i.e., not counted independently)

PI/SI: Prof. Schmalfeldt/Wolber — Hormonal therapy will be counted as a separate line of
StudyNurse: T.Kummernuf3 therapy unless it was given as maintenance

Ergénzende Informationen sind unter ClinicalTrials.gov verfugbar

14.11.2022 © Block/Bohlke Version 12.0 Entitaten
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Ein Kompetenznetzwerk des UKE

Randomisierte, placebokontrollierte Phase-llI-Studie zur Bewertung der Wirksamkeit der Hinzunahme von Atezolizumab
zur Chemotherapie (Platin und Paclitaxel) in Kombination mit Bevazicumab bei Patientinnen mit metastasiertem (FIGO-
Stadium IVB), persistentem oder rezidivierendem Zervixkarzinom

4 ) Kontrollarm
Einschlusskriterien:
*  Metastasiertes, persisten- Cisplatin + Paclitaxel + Bevacizumab
tes oder rezidivierendes (GOG#240) bis zum Progress, nicht tolerabler
i:gg:::;:?rln Toxizitat, Tod, Widerruf des Einverstandnisses

Keine vorausgehende Sys-
temtherapie fir die meta-
stasierte oder rezidivierte A

( )
Erkrankung. .
Archivierte oder frische Tu- Pt Bapndsg
morprobe fir Nachweis S06
der PD-L1 Expression Sekundire Endpunkte:
*« PFS
Statifikation Faktoren * ORR
*  Vorausgehende Radi- *  Sicherheit
ochemotherapie ‘ *  PRO/HRQoL
Histologie (Adenokarzinom g
(inkl. Adenosquamaose His- B
tologie) vs. Plattenepithel- Ex pe rimenteller Arm
karzinom) A

Chemotherapie Backbone :

(Cisplatin vs. Carboplatin) mﬂ + Paclitaxel + mm +
Atezolizumab bis zum Progress, nicht tole-

rabler Toxizitat, Tod, Widerruf des Einverstand-
nisses

& _ 4

Eine frische Tumorbiopsie ist zwingend erforderlich, wenn keine archivierte Tumorprobe vorliegt. Die frische Tumorbiopsie muss innerhalb von 3 Monaten vor Einschluss in die
Studie entnommen sein. Die Feinnadelaspiration, Blrsten, Zellpellets von Pleuraerguss und Spilproben sind nicht akzeptabel. Bei der Kernnadelbiopsie sollte mehr als ein Kern
‘ (falls klinisch machbar) zur Bewertung entnommen werden. Die Abfrage bereits verfigbarer, aktueller Tumorproben (innerhalb 3 Monate vor Einschluss in die Studie) kann
auBerhalb des 28-tagigen Screening-Zeitfenster erfolgen. Serielle Biopsien von Baseline (Lasion nicht zuvor bestrahlt; innerhalb von 3 Monaten nach Randomisierung) und bei
| Proeress sind nicht zwinegend. aber wiinschenswert. wenn dies moelich ist.

Pat. mit FIGO Stadium IVA

Moglichkeit einer lokalen Therapiein
kurativer Intention

vorausgehende Radiotherapie mit
Verwendung von Cobalt (statt
Linearbeschleuniger)

vorausgehende Chemotherapie (aul3er
I.R. einer Radiochemotherapie
vorausgehende Behandlung mit anti-
VEGF gerichteten Therapie (inkl.
Bevacizumab),CD137 Agonisten oder ICl,
(anti-PD1, anti-PDL-1, therapeutische AK
oder amti-CTLA-4)

aktuelle Erkrankung mit Blasen- oder
Rektumbeteiligung

andere maligne Tumore (Ausnahme:
nicht-melandse Hautkrebs), bekannte
Gehirnmetastasen und RM
Kompressionen

PI/SI: Prof. Woélber/ Prof.Miller Silke Kal3ner, studien@mammazentrum.eu, Tel.: 040 / 44190 - 669

StudyNurse: S. Bertram-Schemmel
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Ein Kompetenznetzwerk des UKE

Randomized, phase Ill, double-blinded study of chemoradiation with or without Pembrolizumab for the

treatment of high —risk, locally advanced cervical cancer

\

/Pnnklpanh \

High Risk Locally Advanced

Cervical Cancer:

FIGO 2014 Stage IB2-1IB
(node-positive disease)
FIGO 2014 Stage III-IVA
(either node-positive or

node-negative disease) j

Randomization

1:1
N=980

( Treatment with cisplatin \

(40 mg/'m’ x 5 nfusions
(1 mfusion per week]) and
radiotherapy (EBRT followed by
brachytherapy) i combination
with
Pembrolizumab 200 mg
(QIW, 5 infusions) )

( Treatment with cisplatin \

(40 mg/'m’ x 5 nfusions
(1 mfusion per week]) and
radiotherapy (EBRT followed by
brachytherapy) m combination
with

. 7 o

k Placebo (Q3W, S infusions) J

A

/Slratmuuon Factors:
* Planned type of EBRT: IMRT or VMAT versus non-IMRT and

non-VMAT

a N
Pembrolizumab
(400 mg Q6W,
15 infusions)
Placebo
(Q6W, 15 infusions)
' 3

Follow-up
Years 1-2: QI12W
Year 3: Q24W
Years 4+: Annually
Safety and Efficacy
Overall Survival

N

* PFS

* Stage at screening of cervical cancer (FIGO 2014 Stage IB2-1IB « 0S8

[node-positive disease] versus FIGO 2014 Stage III-IVA [node

negative or node-positive disease])

* Planned total radiotherapy dose (EBRT + brachytherapy dose) of

<70 Gy versus >70 Gy

Dual Primary Endpoints:

ot

StudyNurse: S.Bertram-Schemmel

PI/SI: Prof.Wolber/Prof.Petersen/Prof.Miller

a.
b.

high-risk LACC (a or b below):
FIGO 2014 Stage IB2-11B (with node-positive disease)
b. FIGO 2014 Stages IlI-IVA (either node-positive or node-
negative disease)
not previously received any definitive surgical, radiation, or
systemic therapy for cervical cancer and is immunotherapy-
naive. Note: Previous surgical procedure for localized cervical
tumor is allowed.
ECOG performance status of 0 or 1
radiographically evaluable disease, either measurable or
nonmeasurable per RECIST 1.1,
tissue sample from a core or excisional biopsy of a tumor
lesion for confirmation of adequacy
adequate organ function

Ausschlusskriterien (Auswahl)

histological subtypes other than those allowed (eg,
sarcoma,small cell carcinoma with neuroendocrine
differentiation, non-epithelial cancer).

FIGO 2014 Stage IVB disease.

previous hysterectomy defined as removal of the entire uterus
or will have a hysterectomy as part of their initial cervical
cancer therapy

treatment with systemic immunostimulatory agents such as
bacterial or viral vaccines, colony stimulating factors,
interferons, interleukins and vaccine combinations

prior therapy with an anti-PD-1, anti-PD-L1, or anti-PD-L2
agent or with an agent directed to another stimulatory or co-
inhibitory T-cell receptor (eg, CTLA-4, OX-40, CD137).

14.11.2022
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Multi-Centre, open-label Phase lla Trial of the Combination of VB10.16 and Atezolizumab in Patients with
Advanced or Recurrent, Non-resectable HPV16-Positive Cervical Cancer

Screening Treatment Period FU Period ' . iter] .
- persistent, recurrent, or metastatic non-

28 days 48 weeks 12 months resectable squamous cell carcinoma,
adeno-squamous carcinoma, or
VB10.16 adenocarcinoma of the cervix, not eligible

for treatment with systemic CTX,
radiotherapy or other standard-of-care
anticancer treatment.

= S

- HPV16 positive tumour. Provision of an

Atezolizumab archival tumour tissue sample not older

than 2 years or new biopsy for analysing
HPV16 status .

- abiopsy for PD L1 assessment at

Visit Number screening and measurable disease as
S 1to7 Sto18 19 20/ 21/ assessed by the local site radiology as
Screening T — 30 days Ausschlusskriterien (Auswabhl)
Bascline =Day 1 » 12 months - prior treatment with CD137, anti-PD-1, or
y anti-PD-L1 therapeutic antibody or other
11 intramuscular (i.m.) vaccinations for up to 48 weeks from first vaccination. 5 vaccinations of 3 mg VB10.16 during the first 12 immune checkpoint targeting agents

weeks, followed by vaccination every 6 weeks for up to 48 weeks + Atezolizumab (1200 mg) i.v. infusion every 3 weeks

- concomitant or prior malignant disease,

P1/SI: Prof.Wdlber/Prof.Miller brain metastases, known or suspected
StudyNurse: T. Kummernuf3 autoimmune disease
14.11.2022 © Block/Bohlke Version 12.0 Entitdten
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Retrospective multicenter study to investigate the indication criteria for pelvic LAE in node-positive VSCC
and to evaluate the risk for pelvic lymph-node metastasis with regard to positive groin nodes

Design: Einschlusskriterien (Auswanl):
* retrospective, multicenter study designed to collect therapeutic * Patients with primary inguino-femorally node-
. : . . . . positive VSCC with surgical staging of the
data from all patients diagnosed with primary inguino- femorally groin/s
node- positive VSCC and treated with surgical staging of the y g’,atientS_Wg% ere Ot;esate(é /for Séif"ga?m
. . . ISsease In , ana/or attne
groin/s in 2017-2019 at the gynaecological cancer centers participating centers
participating in the AGO CaRE-1 Study. * Women aged = 18 years

+ Patients with node-negative VSCC

Obiectives- + Patients with non-squamous neoplasia of the
" o o . vulva (e.g. melanoma)
» Investigation of indication criteria for pelvic lymphadenectomy - Patients with relapsed VSCC only receiving
(LAE) Ta node-positive vulvar cancer surgical excision for treatment.

« Patients without surgical staging/treatment
regarding lymph-nodes
» Patients with secondary cancers if those

 Investigation of the risk for pelvic lymph-node metastasis with e rtored with the treatment of wilvar disease

regard to positive groin nodes.

PI/SI: Prof. Wolber/Dr. Jaeger
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Pelvine und paraaortale Lymphadenektomie bei Patientinnen mit Endometriumkarzinom Stadium | oder Il mit hohem
Rezidivrisiko. Eine multizentrische, prospektive randomisierte kontrollierte Studie.

1.1.1  Primary Surgery 112 Secondary Surgery

schlusskritert

clinical stage pT1b - pT 2 (all histological types and gradings) or pT1a (e 1-EC | G35, tyoe 2-EC) ound ()
after hys tere ctomy for supposed loverisk EC and no LME perform ed and no susped lym phonodes

Patients with histologically confirmed endometria cancer and high risk of recurrence Patients with histologically confirmed endometrial cancer and high risk of recurrence

clinical stage T1h - T2 (all histological types and gradings) orT1a (type 1-EC | G35 type 2-EC)

Histologisch gesichertes EC T1b und T2 (alle

histolog. Typen) und Stadium Tla G3 Typ 1 oder
Typ 2

Tumore oder Karzinosarkom.

a) keine vorhergehende Operation bezgl. DesEC
(primare Operation) oder

ﬂ Baseline Vigit (max. 3weeks prior to secondary surgery, secondary surgery max. & weeks after first
SUFGETYY
ALL inclugionfexclusion criteria need to he verifed bazed on Sandard docum ents - otherwise
Randomization is not allowed. R andom ization max. 2 weeks before secondary surgery L4

) ; .

‘ Randomization during primary surgety (F #o macroscopically sespect rmph nodoes ) ‘

‘ Baseline Visit (max. 3 weeks prior to surgery)

a: Randomization before secondary sargey (all surgical procedures already done, no LME so far

ﬂ ﬂ b: R before #y sargeny (not all surgical procedures already done e .. . b) Operatlon nach Hysterektomle |St erlaubt
omentectom y, no LME 20 far) . .
T g | | innerhalb von 8 Wochen nach Hysterektomie, wenn
rm . . .
4 i i « keine LNE erfolgt ist (sekundare Operation).

primary surgery

total hysterectomey,

bilateral salpingo-oophorectam y,
omentectamy (type 2-EC)

no lymphadenectomy (LHE )

primary surgeny

total hysterectomy,

bilateral salpingo-oophorectomy,
omentectomy (type 2-EC)

LHE (=zystematic pelvic and para-aortic

a: no LHE = no further surgery

a: LHE (systematic pelvic and parazortic LME up
to the renal vessels)

b: secondary surgery to perform so far
missing standard procedures

b: secondary surgery to pesform so far
missing standard proc edures

Iymphadenectomy LME up to the renal vessels)

no LHE LHE

ﬂ

ﬂ | ﬂ

Recommended adjuvant therapy:

Yaginal brachvtherapy + 6 courses of carboplatinum fpaclitaxel (AUC 5M 75m g.l'mzievery 3 weeks)

{ {

PI/SI: Prof. B. Schmalfeldt /
Dr. Dieckmann
StudyNurse:S. Bertram -
Schemmel

Control of disease status and complications from surgery:

by clinical examination, transvaginal zonography, sonography of kidneys, evaluation of Qol, evaluation
of presance of lvwn phedemsa

azzeszment of zedous complications on day 60, viztzevery 3months (yearz 1 -3, then every &
months (vears 4 and S).

Keine vergroserten Lymphknoten
ECOG 0-1
Alter 18 - 75

Ausschlusskriterien (Auswahl):

Stadium pT1la, G1 oder G2 mit Typ 1 Histologie
Sakome (mit Ausnahme Karzinosarkome =maligen
Mullersche Mischtumore)

EC FIGO Stadium Il oder IV (auser mikroskopische
Lymphknotenmetastasen)

Nachweis einer extrauterinen Erkrankung
Rezidivierendes EC

VVorangegangene Chemo-, Radio-, oder endokrine
Therapie fur EC

Jede Begleiterkrankung, die eine Operation
einschlieslich LNE und/oder Chemotherapie nicht
zulasst

Jede Krankengeschichte, die auf ein ubermasiges
perioperatives Risiko hinweist.

14.11.2022

Entitaten




I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

| UK: ENGOT - EN6 — RUBY (geplant) |

- Ein Kompetenznetzwerk des UKE
HAMBURG P

Phase Ill, randomized, double-blinded, multicenter Study of Dostarlimab (TSR-042) plus Carboplatin-Paclitaxel versus
Placebo plus Carboplatin-Paclitaxel in Patients with Recurrent or Primary Advanced Endometrial Cancer
Elgble Subjecs: Dostarimab 500 mg " histologically or cytologically proven
: . endometrial cancer with recurrent or
recurrent or primary Carboplatin AUC Dostarimab 1,000 mg advanced disease.
advanced (Stage [l or 5 mgimL/min — QBW up to 3 years' - primary Stage IIl or Stage IV disease or first
IV) endometrial cancer Paclitaxel 175 mg/m? recurrent endometrial cancer with a low
Q3W for 6 cycles potential for cure by radiation therapy or
: . surgery alone or in combination.
Randomized
11 Follow-up Ausschlusskriterien
N=470 * neo-adjuvant/adjuvant systemic
chemotherapy for primary Stage Il or IV
Placebo disease
Stratification: Carboplatin AUC aceh * has not had a recurrence or PD prior to
- — entering the study
; MSI statys 5mg/mUmm 2 Q6W up to 3 years' + had a recurrence or PD within 6 months of

Prior pelvic radiotherapy Paclitaxel 175 mg/m completing chemotherapy treatment prior to

Disease status Q3W for 6 cycles entering the study

* had > 1 recurrence of endometrial cancer.

PI/SI: Prof.Schmalfeldt/Prof.Wdlber
StudyNurse: S.Bertram-Schemmel

14.11.2022 © Block/Béhlke Version 12.0 Entitaten
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Ein Kompetenznetzwerk des UKE

HAMBURG

A Study of Selpercatinib (LY3527723) in Participants With Advanced or Metastatic RET Fusion-Positive Non-
Small Cell Lung Cancer (LIBRETTO-431)

Phase Il mit Loxo-292 (RET inhibitor) bei NSCLC-Patienten
RET Fusion-Positive
» Single agent RET inhibitor vs. Platinum + Alimta +/- Pembrolizumab

* Open-label
Weitere Informationen unter: https://clinicaltrials.gov
Ansprechpartner Telefon email
Pl Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@Ilungenclinic.de
Si Dr. med. Barbara Storbeck 04102 / 601 2420 b.storbeck@Ilungenclinic.de
Dr. med. Matrlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de
14.11.2022 © Block/Bohlke Version 12.0 Entitaten
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llﬂﬁ BMS CA 209-73L - CheckMate 73L I | Hobertus Wl Tumrsentzu

- Ein Kompetenznetzwerk des UKE
HAMBURG p

A Study of Nivolumab and Ipilimumab in Untreated Patients With Stage 3 Non-small Cell Lung Cancer (NSCLC)
That is Unable or Not Planned to be Removed by Surgery
(BMS CA 209-73 L - CheckMate73L)

CheckMate 73L bei NSCLC im Stadium IlI
Simultane ChemoRadiatio plus Nivo, Nivo/lpi oder Durvalumab
Open-label, nicht verblindet, Arm A, B, C (Therapie bekannt)

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner Telefon email
Pl Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@Ilungenclinic.de
Si Dr. med. Barbara Storbeck 04102 / 601 2420 b.storbeck@Ilungenclinic.de
Dr. med. Matrlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de
14.11.2022 Entitaten
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

L]
m NICITA I

- Ein Kompetenznetzwerk des UKE
HAMBURG P

Nivolumab With Chemotherapy in Pleural Mesothelioma After Surgery

Pleuramesotheliom im Stadium -1l nach OP

Extended pleurectomy/decortication with or without hyperthermic intrathoracic chemoperfusion
(eP/D +/- HITHOC): Nivolumab und Chemo

Hyperthermale Intrathorakale Chemotherapie (HITHOC)

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner Telefon email
Pl Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@Ilungenclinic.de
Si Dr. med. Barbara Storbeck 04102 / 601 2420 b.storbeck@Ilungenclinic.de
Dr. med. Matrlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de
14.11.2022 Entitaten
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

L]
llME SPACE / AIO-TRK-0119 I

Ein Kompetenznetzwerk des UKE

HAMBURG

Patients With ES-SCLC and ECOG PS=2 Receiving Atezolizumab-Carboplatin-Etoposide (SPACE)

Single-Arm-Studie bei Patienten mit SCLC extensive disease
Firstline

With Poor Performance Status = ECOG 2!!

Mit Atezolizumab-Carboplatin-Etoposide (SPACE)
AlO-Studie, Phase Il fir ,real-life-Daten”

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner Telefon email
Pl Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@Ilungenclinic.de
Si Dr. med. Barbara Storbeck 04102 / 601 2420 b.storbeck@Ilungenclinic.de
Dr. med. Matrlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de
14.11.2022 © Block/Bohlke Version 12.0 Entitaten
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MK-7339-012 / KEYLINK - 012

oz
I I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Study of Pembrolizumab With Concurrent Chemoradiation Therapy Followed by Pembrolizumab With or Without Olaparib in Stage IlI
Non-Small Cell Lung Cancer (NSCLC) (MK-7339-012/KEYLYNK-012)

Randomisiert 1:1:1

Mit Durvalumab (open label)

NSCLC Stadium Il simultane ChemoStrahlentherapie

Mit Pembrolizumab und Olaparib/Placebo oral (Gruppe A/B verblindet) oder

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner
Pl Prof. Dr. med. Martin Reck
Si Dr. med. Barbara Storbeck

Dr. med. Matrlitt Horn

Telefon

04102 /601 2101
04102 / 601 2420
04102 /601 2104

email
m.reck@Ilungenclinic.de

b.storbeck@lungenclinic.de

m.horn@Iungenclinic.de

14.11.2022
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' |/ I IHubertusWaIdTumorzentrum
AMG 199 - 201 80 290 Universitires Cancer Center Hamburg

- Ein Kompetenznetzwerk des UKE
HAMBURG p

A Global Phase 1 Study Evaluating the Safety, Tolerability, Pharmacokinetics, and Efficacy of the Half-life Extended Bispecific T-cell
Engager AMG 199 in Subjects With MUC17-Positive Gastric and Gastroesophageal Junction Cancer — AMG 199 201 80 290

AMG 199 is a novel half-life extended (HLE) bispecific T cell engager (BiTE®) molecule designed to direct T cells towards MUC17-expressing cells. This is a first-in-
human study in adult subjects with MUC17-positive gastric cancer or gastroesophageal junction (GEJ) cancer, to assess AMG 199 safety, tolerability, pharmacokinetics
(PK), and anti-tumor activity, with additional exploratory objectives to assess pharmacodynamics (PD), correlative biomarker analysis, and immunogenicity.

The primary end point is to evaluate the safety and tolerability of AMG 199 in adult subjects, and determine the MTD and RP2D. The secondary end point is
characterize the PK and anti-tumor activity of AMG 199.

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner Telefon email

Pl Prof. Dr. med. Walter Fiedler 040/ 7410 -53919 fiedler@uke.de

Si PD Dr. med. Marianne Sinn 0152 — 228 306 13 ma.sinn@uke.de

SK Frank Knauer 040/ 7410 - 53994 f.knauer@uke.de
14.11.2022 Entitaten
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' |/ I IHubertusWaIdTumorzentrum
AMG 199 - 201 80 293 Universitires Cancer Center Hamburg

- Ein Kompetenznetzwerk des UKE
HAMBURG p

Nicht-interventionelle Biomarker-Studie zur molekularenAuswertung von konserviertem Tumorgewebe bei Patienten mit
Magenkarzinom— AMG 199 201 80293

AMG 199 is a novel half-life extended (HLE) bispecific T cell engager (BiTE®) molecule designed to direct T cells towards MUC17-expressing cells. This
is a first-in-human study in adult subjects with MUC17-positive gastric cancer or gastroesophageal junction (GEJ) cancer, to assess AMG 199 safety,
tolerability, pharmacokinetics (PK), and anti-tumor activity, with additional exploratory objectives to assess pharmacodynamics (PD), correlative biomarker
analysis, and immunogenicity.

The primary end point is to evaluate the safety and tolerability of AMG 199 in adult subjects, and determine the MTD and RP2D. The secondary end point
is characterize the PK and anti-tumor activity of AMG 199.

Experimental: Dose-exploration phase The dose-exploration phase of the study will estimate the MTD (Maximum Tolerated Dose) of AMG 199 using a Bayesian
logistic regression model (BLRM). A RP2D (Recommended Phase 2 Dose) may be identified based on emerging safety, efficacy, and PD (Pharmacodynamics) data
prior to reaching an MTD. Alternative dosing schedule(s) may be explored based on emerging PK (Pharmacokinetics) and safetydata.

Experimental: Dose-expansion phase The dose-expansion phase will be conducted to confirm safety, PK, and PD at the MTD or RP2D and to obtain further safety
and efficacy data and enable correlative biomarker analysis.

Ansprechpartner Telefon email

Pl PD Dr. med. Marianne Sinn 0152 -228 306 13 ma.sinn@uke.de

Si Prof. Dr. med. Walter Fiedler 040 - 7410 - 53919 fiedler@uke.de

SK Frank Knauer 040 - 7410 - 53994 f.knauer@uke.de
14.11.2022 Entitaten
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| UK BLU-285-2202 (Blueprint Pathfinder) I | et e

- Ein Kompetenznetzwerk des UKE
HAMBURG p

An Open-label, Single Arm, Phase 2 Study to Evaluate Efficacy and Safety of Avapritinib (BLU-285), A Selective KIT Mutation-targeted
Tyrosine Kinase Inhibitor, in Patients With Advanced Systemic Mastocytosis

This is an open-label, single arm, Phase 2 study evaluating the efficacy and safety of avapritinib (BLU-285) in patients with advanced systemic mastocytosis (AdvSM),
including patients with aggressive SM (ASM), SM with associated hematologic neoplasm (SM-AHN), and mast cell leukemia (MCL)

Weitere Informationen unter: https://clinicaltrials.qgov

Ansprechpartner Telefon email

PI Dr. med. Philippe Schafhausen 0152 / 22816055 schafhausen@uke.de

SK Petra Kiihne 040-7410-54353 p.kuehne@uke.de
14.11.2022 © Block/Bohlke Version 12.0 Entitaten
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Cohort 1: BelaMaf 1.9 mg/kg
(i.v.)) Q3/4W + VRd/Rd*

(s.c.+p.0.) N

=12

e
LUK

HAMBURG

DREAMM-9 I

Hubertus Wald
Tumorzentrum

[E

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Study of Belantamab Mafodotin Plus Standard of Care (SoC) in Newly Diagnosed Multiple Myeloma —

A Phase 1, Randomized, Dose and Schedule Evaluation Study to Investigate the Safety, Pharmacokinetics, Pharmacodynamics and Clinical Activity of Belantamab
Mafodotin Administered in Combination With Standard of Care in Participants With Newly Diagnosed Multiple Myeloma

EudraCT: 2019-003047-30

Cohort 2: BelaMaf 1.4 mg/kg (i.v.)
Q6/8W + VRA/Rd* (s.c.+p.0.) N=12

Cohort 3: BelaMaf 1.9 mg/kg (i.v.)
Q6/8W + VRd/Rd* (s.c.+p.0.) N=12

Cohort 4: BelaMaf 1.0 mg/kg (i.v.)
Q3/4W + VRd/Rd* (s.c.+p.0.) N=12

Cohort 5: BelaMaf 1.4 mg/kg (i.v.)
Q3/4W + VRd/Rd* (s.c.+p.0.) N=12

*VRd for 8 21-day cycles, Rd in 28-day cycles
thereafter

Cohort 6**: BelaMaf 1.9 or 2.5 mg/kg
(i.v.) Q9/12W + VRd/Rd* (s.c.+p.0.)
N=12

Cohort 7**: BelaMaf 1.9/2.5 mg/kg (i.v.)
Q6/8W (split) + VRd/Rd* (s.c.+p.0.) N=12

Cohort 8: BelaMaf 2.5 mg/kg (i.v.)
Q6/8W + VRd/Rd* (s.c.+p.0.) N=12

** based on emerging data

Key Inclusion Criteria

Male or female, 18 years or older (at the time consent is obtained)

Eastern Cooperative Oncology Group (ECOG) performance status of 0-2
Subjects must have a documented diagnosis of MM requiring treatment as
documented per international myeloma working group (IMWG) criteria
Subjects must have measurable disease defined as:

a. M-protein (sPEP or uPEP): sPEP >0,5 g/dL or uPEP = 200 mg/24 hours and/or
b.Light chain MM: Serum FLC assay: Involved FLC level 2100 mg/L and abnormal
SFLC ratio

Subject is not a candidate for high-dose chemotherapy with autologous stem cell
transplant (ASCT)

Key Exclusion Criteria

Prior systemic therapy for multiple myeloma, or smouldering MM. An emergency
course of steroids (max. 160 mg of dexamethasone) is permitted.

Hemoglobin <8,0 g/dL, Absolute neutrophil count (ANC) < 1,500/uL, Platelet count <
75,000/uL

Serious renal impairment (creatinine clearance [CrCl] < 30 mL/min), peripheral
neuropathy =Grade 2, LVEF < 35 %

Major surgery within 4 weeks of first dosing

Current corneal epithelial disease except for mild punctate keratopathy

Erganzende Informationen sind unter ClinicalTrials.gov verfugbar

Ansprechpartner: Telefonnummer

Pl Prof. Dr. med. Katja Weisel 040-7410-58787 k.weisel@uke.de myelomstudien@uke.de
Deputy Dr. med. Anne Marie Asemissen 040-7410-0 a.asemissen@uke.de

SK Daniela Becker 040-7410-58630 dbecker-g@uke.de

14.11.2022
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Universitéres Cancer Center Hamburg

HAMBURG

Ein Kompetenznetzwerk des UKE

Ramucirumab Plus FOLFIRI Versus Ramucirumab Plus Paclitaxel in Patients With Advanced or Metastatic Gastric
Cancer, Who Failed One Prior Line of Palliative Chemotherapy (RAMIRIS)

This clinical trial will evaluate whether it is beneficial in terms of prolongation of survival to combine
FOLFIRI (standard treatment) with ramucirumab compared to the standard treatment of ramucirumab
plus paclitaxel in patients with advanced gastric cancer after failure of one prior line of palliative
chemotherapy. This trial aims to investigate the efficacy and safety of ramucirumab plus FOLFIRI
(investigational arm A) compared to paclitaxel plus ramucirumab (control arm B

ramucirum lus FOLFIRI (in igational arm A
R o~ amucirumab plus FO (investigational a )

\ paclitaxel plus ramucirumab (control arm B)

Ansprechpartner:

Pl Dr. Eray Gokkurt Tel.: 040-42916447 goekkurt@hope-hamburg.de

SI Prof. Dr. S. Hegewisch-Becker Tel.: 040-41467893 hegewisch@hope-hamburg.de

SK D. Fabian Tel.: 040-360352241 studienzentrale @onkologie-eppendorf.de
14.11.2022
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Ein Kompetenznetzwerk des UKE

HAMBURG

AT-Registry: Anwendungsbeobachtung der Therapie mit Hochintensivem Fokussierten Ultraschall (HIFU)
bei Prostatakrebs

Eine internetbasierte Datenbank zur Erfassung der geforderten Parameter existiert bereits seit 2009: Die sogenannte ,@-Registry“. In dieser Datenbank
werden die klinischen sowie epidemiologischen Daten des Patienten, die Therapieparameter und der postoperative Verlauf hinsichtlich Lebensqualitat
und onkotherapeutischem Ergebnis dokumentiert. Mit der hier vorliegenden Anwendungsbeobachtung streben wir ein flachendeckendes System zur
nahezu lickenlosen Erfassung samtlicher HIFU-Therapien in der Bundesrepublik Deutschland an.

Die Datenbank wird zentral bei der Firma EDAP TMS (Frankreich)/IOMTech GmbH Berlin gefiihrt. Die Datenbank wurde bezlglich der Auflagendes
Datenschutzes geprift und durch die franzdsische Datenschutzinstitutionen fir diese Anwendung freigegeben.

Die Studienteilnehmer erhalten bei Behandlung und im weiteren Verlauf (im ersten Jahr zweimal, dann je einmal jahrlich) mehrere Fragebdgen. Darin wird
nach dem aktuellen PSA und eventuellen weiteren Therapien, sowie nach der Lebensqualitat gefragt. Es geht dabei insbesondere um die Kontinenz und
die Potenz, sowie eventuelle Probleme beim Wasserlassen. Der Inhalt des Fragebogens wird digital in die Datenbank eingegeben, die Papierversion
verbleibt unter den Ublichen Bedingungen der arztlichen Schweigepflicht in der Patientenakte.

Einschlusskriterien

-Patienten mit Prostatakarzinom, bei denen eine lokale Therapie
eine Verbesserung der Krankheitssituation verspricht.
Einverstandnis zur freiwilligen Teilnahme an der
An-wendungsbeobachtung nach vollstandiger Aufklarung tber
Natur und Zweck der Beobachtung, bestatigt durch Unterschrift
auf Aufklarungsdokument.

Ausschlusskriterien

«Akute, unbehandelte Harnwegsinfektion.

*Vorbestehende Harnwegs- oder Rektumfistel.

«Analstenosen, die das Einfiihren des HIFU-Schallkopfes nicht ermdglichen.

Ansprechpartner Telefon email

PI Prof. Georg Salomon 01522/ 281 6047 g.salomon@uke.de

Sl Dr. Yamini Nagaraj 01522/ 281 7642 Yamini.Nagaraj@uke.de

SK Christiane Gortzen c.goertzen@uke.de
14.11.2022 © Block/Bohlke Version 12.0 Entitaten
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Ein Kompetenznetzwerk des UKE

PRO FOCUS ,,Machbarkeit einer fokalen Behandlung des lokalisierten Prostatakrebses unter
MRT/TRUS-Bildfusion mit Hilfe des Focal One® “

Das Ziel dieser Studie liegt darin, nur die Teile der Prostata zu behandeln, die den Tumor tragen. Dadurch soll die Rate an Komplikationen moglichst
gering gehalten und den-noch die bdsartige Erkrankung therapiertwerden.

Als Behandlungstechnik ist fur eine solche Strategie die HIFU-Therapie mit Focal One geeig-net. Die Nerven, die fur die Potenz (Gliedsteife)
verantwortlich sind, verteilen sich um die AuR3enflache der Prostata. Es besteht somit eine hohe Wahrscheinlichkeit, dass die Potenz weitgehenderhalten
werden kann, wenn die Nerven komplett oder zumindest zu grof3en Teilen geschont werden kénnen. Weiterhin ist zu erwarten, dass sich Probleme mit
der Bla-senentleerung reduzieren, wenn die Region der Harnréhre bei der Teilbehandlung nicht be-eintrachtigt wird (eine Blasenauslassverengung bei
kompletter HIFU-Therapie tritt bei ca. 25% auf). Erwartungsgeman sinkt die bei kompletter HIFU schon niedrige Rate an Inkonti-nenz (ca. 6 %) durch

eine Teilbehandlung weiter ab.

Einschlusskriterien

Patienten bis 75 Jahre mit einem lokal begrenzten Tumor der
Prostata gemalf Niedrigrisiko oder frihem intermedidren Risiko
nach D’Amico, bei denen ein Befall von maximal 30% der
betroffenen Biopsien einer leitliniengerechten Biopsie vorliegt
und die Standardverfahren, wie perkutane Radiotherapie,
radikale Prostatektomie oder aktive Uberwachung, ablehnen. Im
praoperativ durchgefiihrten multiparametrischen MRT (MpMRT)
muss mindestens eine suspekte Lasion mit einem PI-RADS
Score von 4/5 beschrieben sein.

Ausschlusskriterien

Ausschlusskriterien sind ein Befall in mehr als 30% der Biopsien in der Prostata sowie
eine Tumorklassifikation oberhalb des o. g. Risikos. Mehr als zwei suspekte Lasion im
mpMRT mit einem PI-RADS Score von 4/5. Weiterhin eine Symptomatik, die bereits
praoperativ zusatzliche Behandlungen der Prostata notwendig macht (z. B. TUR-P)
sowie anderweitige Hindernisse, welche die Durchfiihrung der Therapie nicht gestatten
(z. B. Rektumstenose). Die Tumorlokalisationen im MRT missen mit der Lokalisation
aus der Biopsie Ubereinstimmen.

Ansprechpartner Telefon email

PI Prof. Georg Salomon 01522/ 281 6047 g.salomon@uke.de

Sl Dr. Yamini Nagaraj 01522/ 281 7642 Yamini.Nagaraj@uke.de

SK Christiane Gdrtzen c.goertzen@uke.de
14.11.2022
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Prospective randomized trial to evaluate the prognostic role of lymphnode dissection in men with prostate cancer treated
with radical prostatectomy

Derzeit ist es in der Martini-Klinik bei der Operation von Tumoren der mittleren Risikogruppe Ublich, zusatzlich eine Lymphadenektomie durchzufihren.
Dabei ist die Entfernung der Lymphknoten nicht unumstritten und es existieren bislang keine Daten, die einen Vorteil im Krebsspezifischen-
beziehungsweise Gesamtiiberleben zugunsten der Lymphadenektomie belegen. Es ist unklar, ob die Risiken einer zusatzlichen Entfernung von
Lymphknoten im Rahmen der Prostatektomie bei Tumoren der mittleren Risikogruppe im Hinblick auf den weiteren Krankheitsverlauf zu rechtfertigen sind.

Ablauf der Studie

Die in die Studie eingeschlossenen Patienten werden nach der Einwilligungrandomisiert:

Arm A: Bei den in Arm A randomisierten Patienten wird im Rahmen der Prostatektomie eine bilaterale pelvine Lymphadenektomie durchgefihrt, die im
Standard die Fossa obturatoria sowie die Externus-, Internus- und Communisgruppe beiderseits umfasst. Es missen mindestens 10 Lymphknoten
entfernt werden.

Arm B: Anwendung der standardisierten Operationstechnik ohne Lymphadenektomie. Sollte sich wider Erwarten intraoperativ der Verdacht auf eine
lymphogene Metastasierung ergeben, wird eine Lymphadenektomie durchgefiihrt und der Patient aus der Studie ausgeschlossen (Therapiefreiheit des
Operateurs).

Einschlusskriterien Ausschlusskriterien

Lokal-begrenztes Prostatakarzinom der mittleren Risikogruppe -ASA (American Society of Anesthesiology)-Klassifikation >3
(Risikogruppe: PSA> 10 ng/ml - 20 ng/ml oder Gleason-Score 7 oder -Patienten, bei denen Kontraindikationen zur Durchfiihrung einer
cT-Kategorie 2b) Geplante RRP oder DVRP Lymphadenektomie bestehen

*Neoadjuvante Hormontherapie

Ansprechpartner Telefon email

Pl Prof. Georg Salomon 01522/ 281 6047 g.salomon@uke.de

Sl Dr. Jonas Ekrutt 040/ 7410 - 35672 |.ekrutt@uke.de
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A Multi-center, Non-interventional, Prospective Cohort Study for Determination of Prevalence and Features of HRRm mCRPC

Study design:

This study is local, multi-center, prospective, cohort study to collect real world data related mCRPC patients, prevalence of HRRm and to assess possible influence of
HRRm on treatment outcomes. No additional procedures besides those already used in the routine clinical practice will be applied to the patients. Treatment assignment

will be done according to the current practice.

Inclusion Criteria:

. Male 18 years age or older

. Provision of written informed consent

. Histologically confirmed diagnosis of prostate cancer

. Documented evidence of metastatic castration resistant prostate cancer(mCRPC)

. Patients who are on the first line therapy or already received one line of therapy due to mMCRPC previously
. Availability of archival FFPE tissue from primary prostate tumor

+  Availability of medical history (e.g. out-patient medical records or disease histories for hospitalizedpatients)

Exclusion Criteria:

+ Patients participating in clinical studies

Ansprechpartner Telefon email

Pl Prof. Thomas Steuber 040/ 7410 -54776 steuber@uke.de

Sli Prof. Hans Heinzer 0152/ 228 15 455 heinzer@uke.de

SK Christiane Gortzen c.goertzen@uke.de
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Prostatakarzinomrezidiv mit PSMA PET positiver einseitig-pelviner Metastasierung: ist die einseitige Salvage-
Lymphadenektomie ausreichend? (ProSTone)

Ziel der vorliegenden Studie ist es, zu untersuchen, ob bei der einseitig pelvin auffalliger PSMA PET auf die chirurgische Behandlung der Gegenseite verzichtet
werden kann und dadurch den Patienten die potentiellen zuséatzlichen Komplikationen durch die Entfernung des Lymphgewebes auf der gegentber liegende Seite
erspart werden kénnen ohne dabei einen negativen Einfluss auf die onkologischen Langzeitergebnisse zu nehmen.

Einschlusskriterien

-Patienten im guten Allgemeinzustand mit einer erwarteten Lebenserwartung > 10 Jahren

-Vorliegen eines hormonsensitiven Prostatakarzinomrezidives nach radikaler Prostatektomie (Patienten mit Z.n. Salvage-Prostatektomie kdnnen eingeschlossen
werden; ebenso stellt eine Salvage-Strahlentherapie der Prostataloge und/oder des pelvinen Lymphabflusses nach radikaler Prostatektomie kein Ausschlusskriterium
dar)

<Unilateraler Nachweis von < 3 PSMA PET positiver Lymphknotenmetastasen im pelvinen Lymphabflussgebiet (bis Abgang der A. mesenterica inferior)

*PSA zum Zeitpunkt der PSMA PET Bildgebung < 4 ng/ml

Ausschlusskriterien

-Kontraindikation fur einen chirurgischen Eingriff bzw. fir eine beidseitige Salvage-Lymphadenektomie

-Verdacht auf Vorliegen eines Prostatakarzinomrezidives im Bereich der Prostataloge (Lokalrezidiv) oder einer extrapelvinen Metastasierung in der PSMA PET
Alter der PSMA PET Untersuchung > 4 Monate zum Operationszeitpunkt

-Hormontherapie innerhalb von 6 Monaten vor Studieneinschluss

Erganzende Informationen sind unter ClinicalTrials.gov_verfugbar

Ansprechpartner Telefon email

Pl Prof. Dr. med. Tobias Maurer +49 (0)40 7410-51300 t.maurer@uke.de

SK Christiane Gortzen c.goertzen@uke.de
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Identifizierung pradiktiver Biomarker ftr erfolgreiche Salvagechirurgie beim PSMA-PET-positiven oligometastatischen
Prostatakarzinomrezidiv (BioPoP)

In der vorliegenden prospektiv einarmig angelegten Studie soll bei Patienten mit frihem PSMA PET positivem oligometastatischen Prostatakarzinomrezidiv nach
radikaler Prostatektomie verschiedene blut- und serumbasierte Biomarker hinsichtlich ihrer potentiellen pradiktiven Aussagekraft fiir eine erfolgreiche Salvagechirurgie
Uberpruft werden. Hierbei sollen die Ergebnisse der verschiedenen Biomarkermessungen mit folgenden klinischen Endpunkten nach Salvagechirurgie tUberprift
werden:

1.komplettes biochemisches Ansprechen postoperativ (cCBR: PSA <0,2ng/ml)

2.biochemische Rezidivfreiheit ohne weitere prostatakarzinomspezifische Therapie

(Zeit von Salvagechirurgie bis zum ersten PSA-Wert >0,2ng/ml)

3.prostatakarzinomspezifische therapiefreie Zeit (Zeit von Salvagechirurgie bis Einleitung einer prostatakarzinomspezifischen Therapie)

Einschlusskriterien

-Patienten im guten Allgemeinzustand mit einer erwarteten Lebenserwartung > 10 Jahren
*Vorliegen eines Prostatakarzinomrezidives

-Nachweis von PSMA PET positiven Lymphknoten- oder Weichteilmetastasen

Ausschlusskriterien

-Kontraindikation fir einen chirurgischen Eingriff

-Klinischer Verdacht auf Vorliegen einer systemischen Erkrankung in der PSMA PET
-Alter der PSMA PET Untersuchung > 4 Monate zum Operationszeitpunkt

Ansprechpartner Telefon email

Pl Prof. Dr. med. Tobias Maurer +49 (0)40 7410-51300 t.maurer@uke.de
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Prostate cancer Research International:
Active Surveillance (PRIAS)

Study goals

The goal of this study is to validate the treatment option Active Surveillance in men with localized, well differentiated prostate cancer, in order to limit the amount of overtreatment (i.e.
treatments in men who are diagnosed with prostate cancer and would not have developed symptoms in the absence of screening). A number of subjects will be studied, such as PSA
velocity (i.e. the absolute increase of PSA in a one-year time period), the pathological findings in radical prostatectomy specimens, and the effect of expectancy on the quality of life.
Update January 2020

Above the original goal of the study is described. Anno 2019 Active Surveillance is incorporated into many national and international guidelines as an equal treatment option for men with
low-risk prostate cancer next to radical prostatectomy and radiotherapy. Therefore, the goal of this study shifts from validating Active Surveillance as a realistic treatment option to
refinement of the inclusion and exclusion criteria of Active Surveillance and improving the follow-up schedule.

I. Criteria for inclusion:
1) Histologically proven adenocarcinoma of the prostate.
2) Men should be fit for curative treatment.
3) PSA level at diagnosis < 10 ng/mL, or < 20 ng/mL if MRI is used at diagnosis or during follow up.
4)PSA density (PSA D) less than 0.2, or if MRI is used and negative or if targeted biopsies show no more than Gleason score 3+3 or 3+4 without invasive cribriform and intraductal
carcinoma (CR/IDC) PSA D of less than 0.25 is acceptable. Patients with a PSA D = 0.25 at inclusion can be followed outside the actual PRIAS protocol.
5) Clinical stage T1C or T2.
6)Gleason score 3+3=6 or Gleason score 3+4 without invasive CR/IDC. Total number of positive cores allowed: a. If an MR, including targeted biopsies on positive lesions, is done at
inclusion, there is no limit in the number of positive cores (that is, more than two, and no limit in the % of cancer present in the cores).
b.If saturation biopsies (either transperineal or transrectal) are done 15% of the cores can be positive with a maximum of 4. (i.e. <20 cores 2 cores can be positive (standard), 20-26
cores 3 cores can be positive, >26 cores 4 cores can be positive) (all other inclusion criteria still apply).
c.If more than 2 TRUS-guided biopsy cores are positive (Gleason score 3+3 or 3+4 without CR/IDC) an MRI is indicated. If the MRI is negative or if targeted biopsies show no more
than Gleason score 3+3=6 or 3+4=7 without invasive CR/IDC, inclusion is possible.
d.For patients with adenocarcinoma Gleason score 3+4 without invasive CR/IDC, the maximum number of positive cores should be < 50%, where multiple positive cores from the same
lesion on MRI count for one positive core.

Erganzende Informationen sind unter https://www.prias-project.org verfugbar

Ansprechpartner Telefon email

Pl Prof. Dr. med. Markus Graefen +49 (0)40 7410-51307 graefen@uke.de

Sl Dr. Yamini Nagaraj 0152 22817642 Yamini.Nagaraj@uke.de
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Prospektiv-randomisierte Studie zur Uberprifung des Einflusses einer Vakuumpumpe zur penilen Rehabilitation nach
radikaler Prostatektomie auf die Wiederherstellung der Potenz

Wurde die radikale Prostatektomie beidseitig nervschonend durchgefiihrt, ist die Wahrscheinlichkeit am hdchsten, dass die Potenz erhalten werden kann. Um die Potenz zu férdern

werden in der penilen Rehabilitation unter anderem erektionsférdernden MafRnahmen durchgefihrt. Eine MaRhahme ist zum Beispiel der Einsatz von Vakuumpumpen, mit welchen
durch einen Unterdruck die Versteifung des Penis erreicht wird.

Diese Studie uberprift die Wirksamkeit der Vakuumpumpe auf die Erektionsféhigkeit.
Ablauf der Studie

Ein Studieneinschluss kann erfolgen, wenn Patienten nerverhaltend operiert wurden. Bevorzugt sollen Patienten mit niedrigem bis mittleren Risiko eingeschlossen werden, bei denen
moglichst keine adjuvante Therapie notwendig ist. Die Erektionsfahigkeit wird in einem Tagebuch festgehalten.

Einschlusskriterien

Hdochstalter zum Zeitpunkt der Operation: 68 Jahre

Praoperativer IIEF-5-Score 217 (ohne Verwendung potenzférderner Mittel)
Keine neoadjuvante Androgendeprivation

Durchfiihrung einer beidseits nervschonenden radikalen Prostatektomie
Keine geplante adjuvante Therapie (Bestrahlung oder Androgen Deprivation)

Ausschlusskriterien

fehlende Einsicht- und Einwilligungsfahigkeit (z.B. Betreuungsverhaltnis, schriftliche/sprachliche Barrieren)
Kontraindikation / Unvertraglichkeit gegen die Einnahme von PDES5-Inhibitoren

Ansprechpartner Telefon email

Pl Dr. med. Hendrik Isbarn +49 (0)40 7410-18360 h.isbarn@uke.de
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A Phase 3, Randomized, Study of Neoadjuvant andAdjuvant Nivolumab Plus NKTR-214, Versus Nivolumab Alone Versus Standard
of Care in Participants With Muscle-Invasive Bladder Cancer (MIBC) Who Are Cisplatin Ineligible

The purpose of the study is to see if treatment with nivolumab plus bempeg or nivolumab alone, before and after surgery to remove the bladder, is more effective than
surgery alone in participants with muscle-invasive bladder cancer who are not able to receive cisplatin chemotherapy.

Study Arms:

+ Experimental: Combination: Neoadjuvant (pre-surgical treatment) nivolumab + bempeg, followed by radical cystectomy (RC), followed by adjuvant (post-surgical treatment)
nivolumab + bempeg

* Experimental: Monotherapy Neoadjuvant nivolumab, followed by RC, followed by adjuvant nivolumab

» Standard-of-care RC alone, without neoadjuvant or adjuvant therapy

Inclusion Criteria:

* MIBC, clinical stage T2-T4a, NO, MO, diagnosed at transurethral resection of bladder tumor (TURBT) and confirmed by radiographic imaging.

» Must be deemed eligible for Radical Cystectomy (RC) by urologist, and must agree to undergo RC. For arms A and B, participants must agree to undergo RC after completion of
neoadjuvant therapy.

» Eastern Cooperative Oncology Group (ECOG) performance status O or 1

» Cisplatin-ineligible participants will be defined by any one of the following criteria:

i) Impaired renal function (glomerular filtration rate [GFR] = 30 but < 60 mL/min)

i) GFR should be assessed by direct measurement (ie, creatinine clearance) or, if not available, by calculation from serum/plasma creatinine (Cockcroft-Gault formula)

i) Common Terminology Criteria for Adverse Events (CTCAE) version 5, = Grade 2 hearing loss (assessed per local SOC).

iv) CTCAE version 5, = Grade 2 peripheral neuropathy.

+ Documented Left Ventricular Ejection Fraction (LVEF) more than 45%

+  Women and men must agree to follow specific methods of contraception, ifapplicable

o O O O

Ergédnzende Informationen sind unter ClinicalTrials.gov verfiigbar

Ansprechpartner Telefon email

Pl Prof. Dr. med. Gunhild von Amsberg 01522/ 281 5585 g.von-amsberg@uke.de

Sl Dr. med. Roland Dahlem 01522/ 281 5228 r.dahlem@uke.de
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A Randomized, Open-label, Phase Il Open Platform Study Evaluating the Efficacy and Safety of Novel Spartalizumab(PDR001)
Combinations in Previously Treated Unresectable or MetastaticMelanoma

Randomisiert, offen, Spartalizumab (anti-PD-1) backbone; Selektionsphase 3 Arme: (1) LAG525 (anti-LAG3) + PDR001 (Spartalizumab), (2) Capmatinib
(cMETi, INC280) + PDRO0O01 (Spartalizumab), (3) Canakinumab (anti-IL-1beta, ACZ885)+ PDRO0O01 (Spartalizumab); Expansionsphase mit dem
erfolgreichsten Arm; Melanom Stage IlIB-IV, Zweitlinie (nach Progress unter Vortherapie(en), BRAF WT oder Mutation (dann BRAFi zuvor); Target Lasion

flr wiederholte Biopsien

Ergédnzende Informationen sind unter ClinicalTrials.gov verfugbar

Ansprechpartner Telefon email

Pl Prof. Dr. med. Christoffer Gebhardt 01522/ 287 3742 ch.gebhardt@uke.de
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A Phase 1/2 First-in-Human Study of BMS-986249 Alone and in Combination With Nivolumab in Advanced Solid Tumors

Inclusion Criteria:

Histologic or cytologic confirmation of a solid tumor that is advanced (metastatic, recurrent, and/or unresectable) with measurable disease and have at
least 1 lesion accessible for biopsy

«Eastern Cooperative Oncology Group Performance Status of 0 or 1

«Some participants must have received, and then progressed, relapsed, or been intolerant to, at least 1 standard treatment regimen in the advanced or
metastatic setting according to solid tumor histologies

+Prior anti-cancer treatments such as chemotherapy, radiotherapy, or hormonal are permitted for some participants

«Understand and sign an IRB/IEC-approved ICF prior to any study-specific evaluation

*Willing and able to comply with all study procedures

Exclusion Criteria:

«Primary CNS malignancies, tumors with CNS metastases as the only site of disease or active brain metastases will be excluded

«Other active malignancy requiring concurrent intervention

Prior organ allograft

Active, known, or suspected autoimmune disease

Other protocol defined inclusion/exclusion criteria apply

Ergénzende Informationen sind unter ClinicalTrials.gov verfiigbar

Ansprechpartner Telefon email

Pl Prof. Dr. med. Christoffer Gebhardt 01522/ 287 3742 ch.gebhardt@uke.de
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A Phase I/ll, Randomized, Open-label Platform Study Utilizing a Master Protocol to Study Belantamab Mafodotin (GSK2857916) as
Monotherapy and in Combination With Anti-Cancer Treatments in Participants With Relapsed/Refractory Multiple Myeloma (RRMM)
- DREAMM 5

B-cell maturation antigen (BCMA) is a target present on tumor cells in participants with multiple myeloma. Belantamab mafodotin (GSK2857916); is an antibody-drug conjugate (ADC) containing
humanized anti-BCMA monoclonal antibody (mAb). This is a phase I/ll, randomized, open-label, platform study designed to evaluate the effects of belantamab mafodotin in combination with other anti-
cancer drugs in participants with relapsed/refractory multiple myeloma. The Platform design incorporates a single master protocol, where multiple treatment combinations, as sub-studies, will be evaluated
simultaneously.

Inclusion Criteria:

Participant must be 18 years of age inclusive or older, at the time of signing the
informed consent.

Participants must have histologically or cytologically confirmed diagnosis of
Multiple Myeloma (MM), as defined by the IMWG.

Participants having at least 3 prior lines of prior anti-myeloma treatments
including an immunodilating agent (IMID) a proteasome inhibitor (PI) and an anti-
CD38 monoclonal antibody.

Participants with a history of autologous stem cell transplant are eligible for study
participation when, transplant was >100 days prior to study enrolment and with
no active infection(s).

Participants with Eastern Cooperative Oncology Group (ECOG) performance
status of 0-1, unless ECOG less than equal to (<=)2 is due solely to skeletal
complications and/or skeletal pain due to MM.

Participants with measurable disease defined as at least one of the following:
Serum M-protein greater than equal to (>=)0.5 gram per deciliter (>=5 gram per
liter) or Urine M-protein >=200 mg per 24 hours or Serum free light chain (FLC)
assay: Involved FLC level >=10 mg per deciliter (>=100 mg per Liter) and an
abnormal serum FLC ratio (<0.26 or >1.65).

Exclusion Criteria:

Participants with current corneal epithelial disease except mild punctatekeratopathy.

Participants with evidence of cardiovascular risk

Participants with known immediate or delayed hypersensitivity reaction or idiosyncrasy to drugs chemically related to
belantamab mafodotin or any of the components of the study treatment. History of severe hypersensitivity to othermAb.
Participants with active infection requiring antibiotic, antiviral, or antifungaltreatment.

Participants with other monoclonal antibodies within 30 days or systemic anti-myeloma therapy within <14days.
Participants with prior radiotherapy within 2 weeks of start of study therapy.

Participants with prior allogeneic transplant are prohibited.

Participants who have received prior Chimeric Antigen T cell therapy (CAR-T) therapy with lymphodepletion with
chemotherapy within 3 months of screening.

Participants with any major surgery (other than bone-stabilizing surgery) within the last 30days.

Participants with prior treatment with an investigational agent within 14 days or 5 half-lives of receiving the first dose of
study drugs, whichever is shorter.

Participants with >=grade 3 toxicity considered related to prior check-point inhibitors and that led to treatment
discontinuation.

Participants who have received transfusion of blood products within 2 weeks before the first dose of studydrug.
Participants must not receive live attenuated vaccines within 30 days prior to first dose of study treatment or whilst
receiving belantamab mafodotin +- partner agent in any sub-study arm of the platform trial and for at least 70 days
following last study treatment.

Erganzende Informationen sind unter ClinicalTrials.gov verfugbar

Ansprechpartner: Telefonnummer

PI Prof. Dr. med. Katja Weisel 040-7410-58787 k.weisel@uke.de myelomstudien@uke.de
Deputy Dr. med. Anne Marie Asemissen 040-7410-0 a.asemissen@uke.de

SK Daniela Becker 040-7410-58630 dbecker-g@uke.de
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Multicenter, Open-label, Adaptive Design Phase | Trial With Genetically Modified T-cells Carrying Universal Chimeric Antigen
Receptors (UniCARO2-T) in Combination With PSMA Peptide Target Module (TMpPSMA) for the Treatment of Patients With
Progressive Disease After Standard Systemic Therapy in Cancers With Positive PSMA Marker

This dose-escalating phase | trial assesses for the first time the safety, the side effects and the harmlessness, as well as the therapeutical benefit of the new study drug UniCARO02-T- pPSMA
in patients with progressive disease after standard systemic therapy in cancers with positive PSMA marker. The UniCARO02-T-pPSMA drug is a combination of a cellular component
(UniCARO02-T) with a recombinant antibody derivative (TMpPSMA) which together forms the active drug.

Inclusion Criteria:

1.
2.

Male or female patients, age = 18 years

PSMA expression positive cancer (i.e. urogenital tract [renal, transitional cell, prostate], non-small cell
lung, breast and colorectal cancer) refractory to standard treatments and with no other available

standard or curative treatment

Measurable disease based on Response Evaluation Criteria in Solid Tumors (RECIST) version 1.1

and positivity in PSMA Positron Emission Tomography (PET)

Eastern Cooperative Oncology Group (ECOG) performance status of 0 to 1
Life expectancy of at least 3 months

Adequate renal and hepatic laboratory assessments

Adequate cardiac function, i.e. left ventricular ejection fraction (LVEF)

Permanent venous access existing (e.g. port-system) resp. acceptance of implantation of a device

Able to give written informed consent
Weight = 45kg
Negative pregnancy; routinely using a highly effective method of birth control

Main Exclusion Criteria:
1. Central nervous system metastasis or meningeosis carcinomatosa

2.Cardiac disease: i.e. heart failure (NYHA 111 or IV); unstable coronary artery disease, myocardial
infarction or serious cardiac ventricular arrhythmias requiring anti-arrhythmic therapy within the last 6

months prior to study entry
3.Patients undergoing renal dialysis

4.Pulmonary disease with clinical relevant hypoxia (need for continuous oxygen inhalation)

Exclusion criteria (cont.)

5.Parkinson, epilepsy and stroke or presence or history of seizures, paresis, aphasia, central nervous system (CNS) or intracranial
hemorrhage

6.History or presence of disseminated intravascular coagulation (DIC) or thromboembolism

7.Multiple sclerosis

8.Hemolytic anemia

9.Eye diseases with neovascularization

10.Active infectious disease considered by investigator to be incompatible with protocol or being contraindications for lymphodepletion
therapy

11.Presence of urotoxicity from previous chemo- or radiotherapy or urinary outflow obstruction

12.Vaccination with live viruses less than 2 weeks prior lymphodepletion therapy

13.Any disease requiring immunosuppressive therapy

14.Prior treatment with gene therapy products

15.Autoimmune diseases requiring systemic steroids or other systemic immunosuppressants (note that physiologic steroid replacement
not exceeding 10 mg prednisolone equivalent per day is allowed)

16.Known history of human immunodeficiency virus (HIV) or active/chronic infection with hepatitis C virus (HCV) or hepatitis B virus
(HBV)

17.Presence of autoantibodies against La/SS-B or presence or history of autoimmune diseases (e.g. systemic lupus erythematosus,
SS/SLE overlap syndrome, subacute cutaneous lupus erythematosus, neonatal lupus, primary biliary cirrhosis, Sjogren's syndrome)
18.Known hypersensitivity to cellular component (UniCARO2-T) and/or targeting peptide module (TMpPSMA) excipients and/or
contraindication to compounds of the lymphodepletion therapy (cyclophosphamide and fludarabine), and tocilizumab or corticosteroids
as specified in the respective IB/SmPC

Erganzende Informationen sind unter ClinicalTrials.qov verfugbar

Ansprechpartner: Telefonnummer

PI Prof. Dr. med. Gunhild von Amsberg 01522-281 5585 g.von-amsberg@uke.de car-t@uke.de
Deputy Prof. Dr. med. Katja Weisel 040-7410-58787 k.weisel@uke.de

SK Frank Knauer 040-7410-53994 f.knauer@uke.de
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Phase 1 Study Evaluating Genetically ModifiedAutologous T Cells Expressing a T-cell Receptor Recognizing a Cancer/Germline
Antigen as Monotherapy or in Combination With Atezolizumab in Patients With Recurrent and/or Refractory Solid Tumors
(ACTengine IMA203-101)

Inclusion Criteria:

-Pathologically confirmed advanced and/or metastatic solid tumor Exclusion Criteria: _ _ . o

-Patients may enter screening procedure before, during, or after the last available indicated standard of care -History of other malignancies (except for adequately treated basal or squamous cell carcinoma or carcinoma in situ) within the last
treatment. There is no limitation for prior anti cancer treatments. 3 years _ o _ _

-Eastern Cooperative Oncology Group (ECOG) performance status 0-1 +Solid tumors with low likelihood of tumor biomarker expression per protocol

-HLA phenotype positive -Pregnant or breastfeeding

-Measurable disease and accessible to biopsy -Serious autoimmune disease Note: At the discretion of the investigator, these patients may be included if their disease is well
-Adequate pulmonary function per protocol controlled without the use of immunosuppressive agents.

-Acceptable organ and bone marrow function per protocol -History of cardiac conditions as per protocol

«Prior stem cell transplantation or solid organ transplantation

«Concurrent severe and/or uncontrolled medical disease that could compromise participation in the study

«History of hypersensitivity to cyclophosphamide (CY), fludarabine (FLU), or IL-2

History of or current immunodeficiency disease or prior treatment compromising immune function at the discretion of the treating

-Acceptable coagulation status per protocol

+Adequate hepatic function per protocol

+Serum creatinine within normal range for age OR creatinine clearance with a recommended estimated
glomerular filtration rate = 50 mL/min/1.73 m2

-Patient's tumor must express tumor antigen by qPCR using a fresh tumor biopsy specimen physician ) » ) ) . ) ) ) ) ) i
Life expectancy more than 3 months -HIV infection, active hepatitis B virus (HBV), active hepatitis C virus (HCV) infection, ongoing active anti-HCV treatment or

-Confirmed availability of production capacities for IMA203 product detectable HBV or HCV viral load at the most recent laboratory report. Patients with both HBV and HCV infections will be excluded
-Patients must have recurrent/progressing and/or refractory solid tumors and must have received or not be from screening

eligible for all available indicated standard of care treatment. . Patients with a history of HCV infection and with an undetectable viral load per the most recent laboratory report
-For hepatocellular carcinoma (HCC) patients only, Child-Pugh score of < 6 and/or completed anti-HCV treatment but are HCV antibody positive are permitted.

.IMA203 product must have passed all of the release tests . History of treated HBV infection is permitted if the viral load is undetectable per the most recent laboratory report.
-Female patient of childbearing potential must use adequate contraception prior to study entry until 12 months Note: HCC patients with controlled HBV infection, as defined by resolved (anti-hepatitis B surface antigen [HBs-
after the infusion of IMA203 Ag] antibody (Ab) negative, anti-core antigen [HBc Ag] Ab positive) or chronic stable (anti HBs-Ag Ab positive)

-Male patient must agree to use effective contraception or be abstinent while on study and for 6 months after HBYV infection will be eligible for screening. Patients with active HBV infection who are not on anti-HBV treatment

the infusion of IMA203 ~ will be excluded. )

-Hepatocellular carcinoma (HCC) patients with liver cirrhosis only - upper endoscopy is required within 6 +Any condition contraindicating leukapheresis

months of study entry -Patients with active brain metastases

*The patient must have recovered from any side effects of prior therapy to Grade 1 or lower (except for non-

clinically significant toxicities; e.g., alopecia, vitiligo) prior to lymphodepletion. As determined by the

investigator, the patient may still be eligible if the patient has not fully recovered from Grade = 2 toxicities if Erganzende Informationen sind unter ClinicalTrials.gov_verfiigbar
these toxicities are not anticipated to further improve (e.g., chronic neuropathy) and such toxicities are not
anticipated to worsen with the lymphodepletion therapy

Ansprechpartner: Telefonnummer

Pl Prof. Dr. med. Carsten Bokemeyer 040-7410-52960 c.bokemeyer@uke.de car-t@uke.de
Deputy Dr. med. Walter Fiedler 040-7410-53919 w.fiedler@uke.de

SK Ina Bohlke 040-7410-57118 I.boehlke@uke.de
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Phase I/lla, First-in-human (FIH), Open-label, Dose Escalation Trial With Expansion Cohorts to Evaluate Safety and Preliminary
Efficacy of CLDN6 CAR-T +/- CLDN6 RNA-LPX in Patients With CLDNG6-positive Relapsed or Refractory Advanced Solid Tumors

Inclusion Criteria: Phase 1 of the trial Exclusion Criteria: Phase 1 of the trial

«Each patient enrolled in the trial must have CLDN6-positive tumor regardless of tumor histology defined as *Has received prior CAR-T cell therapy.

= 50% of tumors expressing = 2+ CLDNG6 protein using a semi-quantitative immunohistochemistry (IHC) -Has received vaccination with live virus vaccines within 6 weeks prior to the start of lymphodepletion (LD).

assay in a central laboratory for specific detection of CLDNG6 protein expression in formalin-fixed, paraffin- *Receives concurrent systemic (oral or i.v.) steroid therapy > 10 mg prednisolone daily, or its equivalent, for an underlying
embedded (FFPE) neoplastic tissues. condition.

+Availability of a FFPE tumor tissue sample. FFPE can be from an archival tumor tissue sample, and it *Has side effects of any prior therapy or procedures for any medical condition not recovered to national cancer institute (NCI)
should be from the most recent tumor tissue obtained. If this is not available, patient must be biopsied for common terminology criteria for adverse events (CTCAE v.5) Grade < 1.

CLDNS6 staining.

«Must have histological documentation of the original primary tumor via a pathology report.

*Must have measurable disease per RECIST 1.1.

*Must have a histologically confirmed solid tumor that is metastatic or unresectable and for whom there is
no available standard therapy likely to confer clinical benefit, or patient who is not a candidate for such . . . . . .
available therapy. Experimental: Part 1 CLDN6 CAR-T Dose escalation in lymphodepleted patients until the maximum
-Must be = 18 years of age at the time the pre-screening informed consent is signed. tolerated dose (MTD) and/or recommended phase 2 dose (RP2D).

+Must have an Eastern Cooperative Oncology Group performance status of 0 to 1. Intervention: Biological: CLDN6 CAR-T

*Must have adequate coagulation function at screening as defined in the protocol.

+Must have adequate hepatic function at screening as defined in the protocol.

*Must have adequate renal function at screening as defined in the protocol.

+Must be able to attend trial visits as required by the protocol.

*Women of childbearing potential (WOCBP) must have a negative serum (beta-human chorionic
gonadotropin) test/value at screening. Patients who are post-menopausal or permanently sterilized can be
considered as not having reproductive potential.

*WOCBP must agree not to donate eggs (ova, oocytes) for the purposes of assisted reproduction during the
entire trial and thereafter.

+A man who is sexually active with a WOCBP and has not had a vasectomy must agree to use a barrier
method of birth control.

<All men must also not donate sperm during the trial and for at least 12 months after the CLDN6 CAR-T
infusion or CLDN6 RNA-LPX treatment.

Ergédnzende Informationen sind unter ClinicalTrials.gov verfugbar

Ansprechpartner: Telefonnummer

Pl Dr. med. Winfried Alsdorf 01522-281 664 w.alsdorf@uke.de car-t@uke.de
Deputy Prof. Dr. med. Katja Weisel 040-7410-58787 k.weisel@uke.de

SK Ina Bohlke 040-7410-57118 i.boehlke@uke.de
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Phase Ill Study Assessing the "Best of" Radiotherapy Compared to the "Best of" Surgery (Trans-oral Surgery (TOS)) in Patients
With T1-T2, NO-N1 Oropharyngeal, Supraglottic Carcinoma and With T1, NO HypopharyngealCarcinoma

Intensity-Modulated Radiation Therapy (IMRT)
PTV prescription to tumor and high risk areas will be delivered daily for 5 days per week to a total dose of 66-70Gy in 2 Gy/fraction over 6 weeks, elective/prophylactic mucosal and nodal areas will receive a total dose of
54.25- 54.45 Gy in 33-35 fractions of 1.55-1.65 Gy over 6 weeks.

Trans Oral Surgery (TOS)

The following surgical techniques are allowed:

Transoral Robotic Surgery (TORS) Transoral Microsurgery (TLM) Conventional trans-oral Surgery (CTOS)
Intervention: Procedure: Trans Oral Surgery (TOS)

Main Inclusion Criteria:

*OPSCC in one of the following sub-sites: base of tongue, lateral pharyngeal wall, tonsil, glosso-tonsillar sulcus, vallecula or SGSCC in one or more of the following sub-sites: epiglottis, aryepiglottic fold, false cord or HPSCC in
one or more of the following subsites: Lateral and medial wall of piriform sinus (sub-sites are defined as lateral (lateral pharyngeal wall, tonsil, glosso-tonsillar sulcus, lateral piriform sinus) vs. central lesions (base of tongue,
vallecula, all supraglottic sites, medial wall of piriform sinus))

*TNM stage I-11l (7th AJCC classification): T1 or T2, NO or T1 or T2, N1 with one single neck node < 3cm without radiographic signs of extracapsular extension (ECE), MO;

*TNM stage | for HPSCC: T1, NO, MO. ;Within 2 weeks before randomization, assessment by a Multi-Disciplinary Team (MDT) composed of at least a head and neck/ENT surgeon, oncologist, radiologist, radiotherapist, and
pathologist of the treatment naive patient and suitable for either TOS or IMRT based on:

+CT with contrast and/or MRI done within 4 weeks prior to randomization

-Pan-endoscopy with assessment of trans-oral exposure for resection.

+Age 18 and older; Age 18 to 70 for SGSCC

+ECOG Performance status < 2;

+Availability of biological material for HPV/p16 testing for OPSCCs

«Study information and Informed consent discussed by the surgeon and radio-oncologist and signed by the patient.

*Within 2 weeks prior randomization:

-Baseline MDADI score available;

+Adequate bone marrow function as demonstrated by neutrophils count > 1,5 109 /L , platelets count > 75 109 /L, WBC= 3.0 109 /L;

«Prothrombin time (PT) with an international normalized ratio (INR) < 1.2

-Partial thromboplastin time (PTT) < 1.2 times ULN

*Normal 12-lead ECG;

*Women of child bearing potential (WOCBP) must have a negative serum or urine pregnancy test no more than 72 hours prior to randomization.

-Patients of childbearing / reproductive potential should agree to use adequate birth control measures for 3 months, especially if they will undergo any radiotherapy treatment at any time during the study. A highly effective method
of birth control is defined as those which result in low failure rate (i.e. less than 1% per year) when used consistently and correctly.

Erganzende Informationen sind unter ClinicalTrials.gov verfiigbar

Ansprechpartner: Telefonnummer

Pl Dr. med. Philippe Schafhausen 040-7410-57122 schafhausen@uke.de

Deputy Dr. med. Lara Bul3mann 040-7410-56319 l.bussmann@uke.de

SK Annette Weber 040-7410-55458 an.weber@uke.de
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A Multicentre, Double Blind, Randomised, Placebo-controlled, Phase Il Trial to Evaluate Resminostat for Maintenance Treatment of
Patients With Advanced Stage (Stage IIB-IVB) Mycosis Fungoides (MF) or Sézary Syndrome (SS) That Have Achieved Disease
Control With Systemic Therapy - the RESMAIN Study

Experimental: resminostat 3 x 200 mg tablets p.o., 5 days treatment followed by 9 days rest (cycles until progress or
unacceptable toxicity)

Placebo Comparator: Placebo 3 tablets p.o. matching verum, 5 days treatment followed by 9 days rest (cycles until
progress or unacceptable toxicity)

Main Inclusion Criteria:

+ Patients with histologically confirmed MF (Stage [IB-IVB) or SS in an ongoing complete response
(CR), partial response (PR) or stable disease (SD) after at least one prior systemic therapy
according to local standards (including but not limited to a-interferon, bexarotene, total skin
electron beam irradiation, chemotherapy) [the most recent systemic therapy must have been
completed as planned or stopped due to unacceptable toxicity 2-12 weeks prior to
randomisation]

» Eastern Cooperative Oncology Group (ECOG) status score 0-2

* Adequate haematological, hepatic and renal function

Main Exclusion Criteria:

« Patients with progressive disease (PD)

» Baseline corrected QT (QTc) interval > 500 milliseconds

» Concurrent use of any other specific anti-tumour therapy including psoralen photo chemotherapy
(PUVA), chemotherapy, immunotherapy, hormonal therapy, radiation therapy, or experimental

medications
Erganzende Informationen sind unter ClinicalTrials.qov verfigbar
Ansprechpartner Telefon email
Pl Prof. Dr. med. Christoffer Gebhardt 01522/ 287 3742 ch.gebhardt@uke.de
Sl Dr. med. Thomas Haalck 040/7410 -52848 t.haalck@uke.de
SK Steffi Weiland 040/7410-0 s.weiland@uke.de
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A Randomized, Multi-center, Phase 3 Study of Nivolumab in Combination WithIpilimumab Compared to Sorafenib or Lenvatinib as
First-Line Treatment in Participants With Advanced Hepatocellular Carcinoma

Experimental: Nivolumab + Ipilimumab

Active Comparator: Sorafenib/lenvatinib

Inclusion Criteria:

+ Participants must have a diagnosis of HCC based on histological confirmation

+ Participants must have an advanced HCC

+ Participants must have at least one Response Evaluation Criteria in Solid Tumors (RECIST) 1.1
measurable previously untreated lesion

* Child-Pugh score 5 or 6

+ Eastern Cooperative Oncology Group (ECOG) performance status(PS) 0 orl

Exclusion Criteria:

« Known fibrolamellar HCC, sarcomatoid HCC, or mixed cholangiocarcinoma and HCC

* Prior liver transplant

+ Episodes of hepatic encephalopathy (greater than or equal to [>=] Grade 2) within 12 months
prior to randomization

» Active brain metastases or leptomeningeal metastases

Other protocol inclusion/exclusion criteria may apply.

Erganzende Informationen sind unter ClinicalTrials.gov verfugbar

Ansprechpartner Telefon email

Pl Dr. med. Kornelius Schulze 01522/ 281 7169 k.schulze@uke.de

Sl Dr. med. Johann von Felden 01522/ 284 3511 j.von-felden@uke.de

SK Franziska Clauf3en 040/7410-0 f.claussen@uke.de
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A Phase 3 Double-blinded, Two-arm Study to Evaluate the Safety and Efficacy of Pembrolizumab (MK-3475) Versus Placebo as Adjuvant Therapy in
Participants With Hepatocellular Carcinoma and Complete Radiological Response After Surgical Resection or Local Ablation (KEYNOTE-937)

Experimental: Pembrolizumab Participants receive intravenous (V) pembrolizumab at 200 mg on Day 1 of each 21-

day cycle for up to 17 cycles.

Placebo Comparator: Placebo Participants receive IV placebo on Day 1 of each 21-day cycle for up to 17 cycles.

Inclusion Criteria:

+Has a diagnosis of HCC by radiological criteria and/or pathological confirmation.

*Has an eligibility scan (CT of the chest, triphasic CT scan or MRI of the abdomen, and CT or MRI of the pelvis)
confirming complete radiological response =24 weeks after complete surgical resection or local ablation.
Randomization needs to occur within 12 weeks of the date of surgical resection or local ablation.

+Has no radiologic evidence of disease prior to enroliment.

*Has an Eastern Cooperative Oncology Group (ECOG) performance status of 0 or 1 within 7 days prior to Cycle

1, Day 1.

*Has a Child-Pugh class A liver score (5 to 6 points) within 7 days prior to Cycle 1, Day 1.

+Has alpha fetoprotein (AFP) concentration lower than 400 ng/mL within 28 days prior to Cycle 1, Day 1.

*Has controlled hepatitis B (Hep B).

*Has recovered adequately from toxicity and/or complications from the local intervention (surgical resection or

local ablation) prior to starting study treatment.

-If female, is not pregnant or breastfeeding, and at least one of the following conditions applies: 1) Is not a woman
of childbearing potential (WOCBP); or 2) Is a WOCBP and using a contraceptive method that is highly effective or
be abstinent from heterosexual intercourse as their preferred and usual lifestyle (a WOCBP must have a negative
pregnancy test within 72 hours before the first dose of study treatment).

+If undergoing surgical resection, has submitted a tumor tissue sample during Screening.

+Has adequate organ function.

Main Exclusion Criteria:

*Has a known additional malignancy that is progressing or has required active antineoplastic treatment (including hormonal) or
surgery within the past 3 years.

-Has had esophageal or gastric variceal bleeding within the last 6 months.

-Has clinically apparent ascites on physical examination.

+Has had clinically diagnosed hepatic encephalopathy in the last 6 months.

«Has received local therapy to liver ablation other than with radiofrequency or microwave ablation.

+Has a history of (noninfectious) pneumonitis that required steroids or has current pneumonitis.

-Has an active infection requiring systemic therapy.

+Has dual active Hepatitis B Virus (HBV) and Hepatitis C Virus (HCV) infection at study entry.

-Has a known history of human immunodeficiency virus (HIV) infection.

-Has known active tuberculosis (TB; Bacillus tuberculosis).

*Has received prior therapy with an anti-PD-1, anti-PD-L1, or anti PD-L2 agent or with an agent directed to another stimulatory or
co-inhibitory T-cell receptor (eg, CTLA-4, OX-40, CD137).

+Has received prior systemic anti-cancer therapy for HCC including investigational agents.

«Is receiving any of the following prohibited concomitant therapies:1) Antineoplastic systemic chemotherapy or biological therapy;
2) Immunotherapy not specified in this protocol; 3) Investigational agents other than pembrolizumab; 4) Radiation therapy; 5)
Oncological surgical therapy; or systemic glucocorticoids for any purpose other than to modulate symptoms from an AE that is
suspected to have an immunologic etiology.

+Has received a live vaccine within 30 days prior to the first dose of study treatment.

Ergédnzende Informationen sind unter ClinicalTrials.gov verfiigbar

Ansprechpartner Telefon email

Pl Dr. med. Kornelius Schulze 01522/ 281 7169 k.schulze@uke.de

Si Dr. med. Thorben Fiindt 040/7410-0 j.von-felden@uke.de

SK Franziska Clauf3en 040/7410-0 f.claussen@uke.de
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A Phase 3 Randomized, Double Blind Study of Pembrolizumab Plus Gemcitabine/Cisplatin Versus Placebo Plus Gemcitabine/Cisplatin as First-Line
Therapy in Participants WithAdvanced and/or Unresectable Biliary Tract Carcinoma

Experimental: Arm A (Pembrolizumab+Gemcitabine+Cisplatin) Pembrolizumab, 200 mg, every 3 weeks (Q3W), Day 1 of each 3-week cycle for up to 35 cycles PLUS Gemcitabine, 1000 mg/m”2, Q3W, Day
1 and Day 8 of each cycle until progressive disease or unacceptable toxicity PLUS Cisplatin, 25 mg/m”2, Q3W, Day 1 and Day 8 of each cycle for up to 8 cycles.

Placebo Comparator: Arm B (Placebo+Gemcitabine+Cisplatin) Placebo to Pembrolizumab, 200 mg, every 3 weeks (Q3W), Day 1 of each 3-week cycle for up to 35 cycles PLUS Gemcitabine, 1000
mg/m”~2, Q3W, Day 1 and Day 8 of each cycle until progressive disease or unacceptable toxicity PLUS Cisplatin, 25 mg/m”2, Q3W, Day 1 and Day 8 of each cycle for up to 8 cycles.

Inclusion Criteria

Has histologically confirmed diagnosis of advanced (metastatic) and/or unresectable (locally advanced) biliary tract cancer (intra-or extrahepatic cholangiocarcinoma or gallbladdercancer)
Has measurable disease based on Response Evaluation Criteria in Solid Tumors (RECIST 1.1), as determined by the site investigator

Participants with a history of hepatitis B or hepatitis C can be enrolled if they meet study criteria

Is able to provide archival tumor tissue sample or newly obtained core or excisional biopsy of a tumor lesion

Has a life expectancy of greater than 3 months

Has adequate organ function

Exclusion Criteria

Has had previous systemic therapy for advanced (metastatic) or unresectable (locally advanced) biliary tract cancer (intra-or extra hepatic cholangiocarcinoma or gallbladdercancer)

Has ampullary cancer

Has small cell cancer, neuroendocrine tumors, lymphoma, sarcoma, mixed tumor histology and/or mucinous cystic neoplasms

Has received prior therapy with an anti-programmed cell death 1 (anti-PD-1), anti- programmed cell death ligand 1 or 2 (anti-PD-L1, anti-PD-L2) agent or with an agent directed to another stimulatory or
coinhibitory T-cell receptor (e.g., cytotoxic T-lymphocyte-associated protein 4 [CTLA-4], OX-40,CD137)

Has a known history of, or any evidence of, central nervous system (CNS) metastases and/or carcinomatous meningitis, as assessed by local site investigator

Has had an allogenic tissue/solid organ transplant

Ergénzende Informationen sind unter ClinicalTrials.gov verfliigbar

Ansprechpartner Telefon email

Pl Dr. med. Kornelius Schulze 01522/ 281 7169 k.schulze@uke.de

Si Dr. med. Thorben Fiindt 040/7410-0 j.von-felden@uke.de

SK Zehra Oguz-Céloglu 040/7410-0 z.0oguz-coeloglu@uke.de
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A Multi-Center Randomised Open-Label Phase 2 Study to Assess the Safety, Tolerability and Efficacy of Fimaporfin-Induced Photochemical
Internalisation of Gemcitabine Complemented by Gemcitabine/Cisplatin Chemotherapy Versus Gemcitabine/Cisplatin Alone in Patients With
Inoperable Cholangiocarcinoma

Experimental: PCI treatment in conjunction with Standard of Care (SoC) Arm A: Fimaporfin-induced photochemical internalisation (PCl) of
gemcitabine complemented by gemcitabine/cisplatin chemotherapy

Active Comparator: Standard of Care (SoC) Arm B: Gemcitabine/cisplatin chemotherapy

Inclusion Criteria:

Mai

apwDE

No

Each patient must provide signed and witnessed written informed consent and agree to comply with study protocol requirements.

Histopathologically/cytologically verified adenocarcinoma consistent with cholangiocarcinoma (CCA). Must have biliary lesion causing bile obstruction that requires stenting and is accessible for PCI light treatment (ie,
extrahepatic CCA [perihilar or distal] only).

CCA must be considered inoperable with respect to radical resection.

At least 1 radiologically evaluable lesion (measurable and/or non-measurable) that can be assessed at baseline and is suitable for repeated radiological evaluation.

If metastatic, metastases must be limited tissues other than bone or the central nervous sytem.

Must have adequate biliary drainage (at least 50% of the liver volume or at least 2 sectors) with no evidence of active uncontrolled infection (patients on antibiotics are eligible).

Must have Eastern Cooperative Oncology Group (ECOG) performance status of O or 1.

Estimated life expectancy of at least 12 weeks.

n Exclusion Criteria:
Patients who have previously received any anti-tumor (either local or systemic) treatment for CCA, except for previous treatment of up to 2 cycles of gemcitabine/cisplatin.
Patients with severe visceral disease other than CCA.
A history of frequently recurring septic biliary events.
Patients with porphyria or hypersensitivity to porphyrins.
Patients with a second primary cancer with a disease-free interval of <5 years. A second primary cancer that has been treated with intent to cure may be allowed after consultation with the study Medical Monitor. Adequately
treated basal cell carcinoma, squamous cell carcinoma or other non-melanomatous skin cancer, in-situ carcinoma of the uterine cervix, or prostate cancer that is controlled by hormone therapy (patients may continue
hormone therapy while on study) are allowed.
Patients not able to undergo contrast-enhanced CT or MRI.
Patients currently participating in any other interventional clinical trial.
Planned surgery, endoscopic examination or dental treatment in the first 30 days after PCI treatment.

Other protocol-defined criteria do apply.

Erganzende Informationen sind unter ClinicalTrials.gov verfluigbar

Ansprechpartner Telefon email

PI Dr. med. Kornelius Schulze 01522/ 281 7169 k.schulze@uke.de
SI Dr. med. Hanno Ehlken 040/ 7410 -18232 h.ehlken@uke.de
SK Franziska Clauf3en 040/ 7410-0 f.claussen@uke.de
14.11.2022 © Block/Bohlke Version 12.0 Entitaten
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

A Pivotal Study of Derazantinib in Patients With Inoperable or Advanced Intrahepatic Cholangiocarcinoma and FGFR2 Gene Fusions or FGFR2 Gene

Mutations or Amplifications

This pivotal, open-label, single-arm study will evaluate the anti-cancer activity of derazantinib by Objective Response Rate (ORR) by central radiology
review as per RECIST v1.1 in subjects with inoperable or advanced intrahepatic cholangiocarcinoma (iCCA) whose tumors harbor FGFR2 gene fusions
(by FISH performed by the central laboratory) or FGFR2 gene mutations or amplifications (based on NGS testing performed or commissioned by the
respective study center) and who received at least one prior regimen of systemic therapy. Subjects will be dosed orally once per day at 300 mg of

derazantinib capsules.

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email

Pl Dr. med. Kornelius Schulze 01522/ 281 7169 k.schulze@uke.de

Si Dr. med. Hanno Ehlken 040/ 7410 - 18232 h.ehlken@uke.de

SK Franziska Clauf3en 040/7410-0 f.claussen@uke.de
14.11.2022
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Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

A Randomized Prospective Trial of Adjuvant Chemotherapy in Patients With Completely Resected Stage | or IIANon-Squamous Non-
Small Cell Lung Cancer Identified as Intermediate or High Risk by a 14-Gene Prognostic Assay

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner Telefon email

Pl Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@Ilungenclinic.de

Sl Dr. med. Barbara Storbeck 04102 / 601 2420 b.storbeck@lungenclinic.de
Dr. med. Marlitt Horn 04102 /601 2104 m.horn@Ilungenclinic.de
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HAMBURG

Ein Kompetenznetzwerk des UKE

A Phase 3, Randomized, Double-Blind, Placebo-Controlled, Multicenter Study Comparing Niraparib Plus Pembrolizumab Versus
Placebo Plus Pembrolizumab as Maintenance Therapy in Participants Whose Disease Has Remained Stable or Responded to First-
Line Platinum Based Chemotherapy With Pembrolizumab for Stage I1IB/11IC or IV Non-Small Cell Lung Cancer (ZEAL-1L)

This is a multicenter, randomized, double-blind, placebo-controlled study of niraparib plus pembrolizumab versus placebo plus pembrolizumab as
maintenance therapy in participants with advanced or metastatic non-small cell lung cancer (NSCLC) who have achieved stable disease (SD), partial
response (PR), or complete response (CR) following completion of standard of care first-line platinum-based induction chemotherapy with
pembrolizumab. The primary hypotheses are: participants with confirmed diagnosis of NSCLC could benefit from niraparib plus pembrolizumab versus
placebo plus pembrolizumab with respect to Progression-free survival (PFS) and Overall survival (OS).

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner Telefon email
Pl Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@Ilungenclinic.de
Si Dr. med. Barbara Storbeck 04102 / 601 2420 b.storbeck@lungenclinic.de
Dr. med. Matrlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de
14.11.2022
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- Ein Kompetenznetzwerk des UKE
HAMBURG p

A Randomised Non-comparative Open Label Phase Il Trial of Atezolizumab Plus Bevacizumab, With Carboplatin-paclitaxel or
Pemetrexed, in EGFR-mutant Non-small Cell Lung Carcinoma With AcquiredResistance

ETOP 15-19 ABC-lung is an international, multi-centre open-label, randomized phase Il trial with two non-comparative parallel arms of atezolizumab plus bevacizumab
with carboplatin-paclitaxel (Arm A) or atezolizumab, bevacizumab and pemetrexed (Arm B) in patients with stage IlIB-IV non-squamous non-small cell lung cancer
(NSCLC) harbouring EGFR mutations after failure of standard EGFR tyrosine kinase inhibitors(TKIs).

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner Telefon email
Pl Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@Ilungenclinic.de
Si Dr. med. Barbara Storbeck 04102 / 601 2420 b.storbeck@Ilungenclinic.de
Dr. med. Matrlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de
14.11.2022 Entitaten
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A Phase lll, Randomized, Controlled, Open-label, Multicenter, Global Study of Capmatinib Versus SoC Docetaxel Chemotherapy in
Previously Treated Patients With EGFR wt, ALK Negative, LocallyAdvanced or Metastatic (Stage I1I1B/IIIC or IV) NSCLC Harboring
MET Exon 14 Skipping Mutation (METAex14).

The purpose of the study is to learn whether the study drug (capmatinib) helps to control lung cancer better compared to a single agent chemotherapy (docetaxel) and
whether it is safe when given to patients suffering from a particular type of lung cancer. This type of cancer is called non-small cell lung cancer (NSCLC) with certain
specific genetic alterations (called mutations)of a gene called MET, within a specific part of the gene called exon 14.

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner Telefon email
Pl Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@Ilungenclinic.de
Si Dr. med. Barbara Storbeck 04102 / 601 2420 b.storbeck@Ilungenclinic.de
Dr. med. Matrlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de
14.11.2022 Entitaten
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A Phase Il, Randomized, Open-label Platform Trial Utilizing a Master Protocol to Study Novel Regimens Versus Standard of Care
Treatment in NSCLC Participants

This study will compare the clinical activity of novel regimens (in combination or as single agents) to SoC in participants with relapsed/refractory advanced
NSCLC. The study will be conducted in two parts. Part 1 is an open-label, optional, non-randomized part based on safety and
pharmacokinetics/pharmacodynamics (PK/PD) evaluation intended to generate additional data to qualify novel regimens for the randomized study. Part 2
is a randomized, Phase Il open-label part comparing the efficacy and safety of these novel regimens with SoC.

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner Telefon email
Pl Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@Ilungenclinic.de
Si Dr. med. Barbara Storbeck 04102 / 601 2420 b.storbeck@Ilungenclinic.de
Dr. med. Matrlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de
14.11.2022
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- Ein Kompetenznetzwerk des UKE
HAMBURG p

LIBRETTO-432: A Placebo-controlled Double-Blinded Randomized Phase 3 Study of Adjuvant Selpercatinib Following Definitive
Locoregional Treatment in Participants With Stage IB-IlIIARET Fusion-Positive NSCLC

The reason for this study is to see if the study drug, selpercatinib, compared to placebo is effective and safe in delaying cancer return in participants with
early-stage non-small cell lung cancer (NSCLC), who have already had surgery or radiation. Participants who are assigned to placebo and stop the study
drug because their disease comes back or gets worse have the option to potentially crossover to selpercatinib. Participation could last up to three years.

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner Telefon email
Pl Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@Ilungenclinic.de
Si Dr. med. Barbara Storbeck 04102 / 601 2420 b.storbeck@Ilungenclinic.de
Dr. med. Matrlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de
14.11.2022 Entitaten
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

A Phase I, single-arm trial of Atezolizumab/Platinum/Etoposide for the treatment of advanced large-cell
neuroendocrine cancer of the lung

LCNEC = large-cell neuroendocrine cancer of the lung: Phase Il, open label, single-arm, twostage trial of Atezolizumab/Platinum/Etoposide

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner Telefon email
Pl Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@Ilungenclinic.de
Si Dr. med. Barbara Storbeck 04102 / 601 2420 b.storbeck@Ilungenclinic.de
Dr. med. Matrlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de
14.11.2022 Entitaten
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- Ein Kompetenznetzwerk des UKE
HAMBURG p

A Phase 2 Randomized Double-blind Study of Relatlimab Plus Nivolumab in Combination With Chemotherapy vs. Nivolumab in
Combination With Chemotherapy as First Line Treatment for Participants With Stage IV or Recurrent Non-small Cell Lung Cancer
(NSCLC)

The purpose of this study is to assess the safety profile of nivolumab plus relatlimab in combination with platinum doublet chemotherapy (PDCT) and to
determine if nivolumab plus relatlimab in combination with PDCT improves progression free survival (PFS) when compared to nivolumab plus PDCT in
participants with previously untreated Stage IV or recurrent non-small cell lung cancer (NSCLC).

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner Telefon email
Pl Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@Ilungenclinic.de
Si Dr. med. Barbara Storbeck 04102 / 601 2420 b.storbeck@Ilungenclinic.de
Dr. med. Matrlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de
14.11.2022 Entitaten
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- Ein Kompetenznetzwerk des UKE
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A Phase 2 Study Evaluating the Efficacy, Safety, Tolerability, and Pharmacokinetics of AMG 757 in Subjects WithRelapsed/Refractory
Small Cell Lung Cancer After Two or More Prior Lines of Treatment

The main aim of this study is to:

= evaluate safety and efficacy (per Response Evaluation Criteria in Solid Tumors version 1.1 [RECIST 1.1] by investigator) of 2 dose levels of
Tarlatamab  for Part 1 only

® evaluate anti-tumor activity of Tarlatamab as determined by objective response rate (ORR) per RECIST 1.1 by blinded independent central review
(BICR) for Part 1 and 2

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner Telefon email
Pl Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@Ilungenclinic.de
Si Dr. med. Barbara Storbeck 04102 / 601 2420 b.storbeck@Ilungenclinic.de
Dr. med. Matrlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de
14.11.2022 Entitaten
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

An Open-Label, Multi-Drug, Biomarker-Directed, Multi-Centre Phase Il Umbrella Study in Patients With Non-Small Cell Lung Cancer,
Who Progressed on an Anti-PD-1/PD-L1 Containing Therapy (HUDSON).

This is an open-label, multi-centre, umbrella Phase Il study in patients with metastatic NSCLC who have progressed on an anti-PD-1/PD-L1 containing
therapy. This study is modular in design, allowing initial assessment of the efficacy, safety, and tolerability of multiple treatment arms.

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner Telefon email
Pl Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@Ilungenclinic.de
Si Dr. med. Barbara Storbeck 04102 / 601 2420 b.storbeck@Ilungenclinic.de
Dr. med. Matrlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de
14.11.2022 Entitaten
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w BCP (breast cancer pregnancy) '

HAMBURG

Ein Kompetenznetzwerk des UKE

Prospective and Retrospective Register Study of the German Breast Group (GBG) for Diagnosis and Treatment of Breast Cancer in Pregnancy

Women who were diagnosed with breast cancer during their pregnancy may be registered in thistrial.

Data is collected on the foetal outcome 4 weeks after delivery, maternal outcome of pregnancy as well as the breast cancer therapy applied (treatment,

response to chemotherapy, type of surgery), diagnostic procedures applied (palpation, US, mammogram) and the outcome of mother and child after 5
years of therapy.

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email
Pl Prof. Dr. Volkmar Mdller 040-7410-50228
14.11.2022
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Hubertus Wald
Tumorzentrum

An Adaptive Randomized Neoadjuvant Two Arm Trial in Triple-negative Breast Cancer Comparing a Mono Atezolizumab Window Followed by a
Atezolizumab - CTX Therapy With Atezolizumab - CTX Therapy(neoMono)

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

L]
w neoMono I

HAMBURG

Ein Kompetenznetzwerk des UKE

This is a randomized, open-label, adaptive, two arm, multicentre, Phase Il trial comparing a neoadjuvant chemotherapy with PDL1-inhibition
(Atezolizumab) and Atezolizumab two-week window to chemotherapy with PDL1-inhibition (Atezolizumab) and identify biomarkers predicting (early)
response to or resistance againstAtezolizumab (alone and with CTX) allowing patients stratification in future clinical trials

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email
SK Silke KalRner 040/ 44190 669 studien@mammazentrum.eu
14.11.2022 © Block/Bohlke Version 12.0 Entitaten


https://clinicaltrials.gov/ct2/show/NCT04770272?term=neoMono&draw=2&rank=1
mailto:studien@mammazentrum.eu

-
iz

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE
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HAMBURG
A Phase 3, Multicenter, Randomized, Open-Label, Active-Controlled Study of Trastuzumab Deruxtecan (T-DXd) Versus Trastuzumab Emtansine (T-DM1)

in Participants With High-Risk HER2-Positive Primary Breast Cancer Who Have Residual Invasive Disease in Breast or Axillary Lymph Nodes Following
Neoadjuvant Therapy (DESTINY-Breast05)

Patients with HER2-positive primary breast cancer (BC) who do not achieve complete response after appropriate neoadjuvant therapy are at higher risk
of disease recurrence. More effective treatment options are needed for this patient population. This study will examine the efficacy and safety of
trastuzumab deruxtecan (T-DXd) compared with trastuzumab emtansine (T-DM1) in high-risk patients with residual invasive breast cancer following

neoadjuvant therapy.

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email
SK Silke Kal3ner 040/ 44190 669 studien@mammazentrum.eu
Entitaten
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Hubertus Wald
Tumorzentrum

Adjuvant Dynamic Marker - Adjusted Personalized Therapy Comparing Endocrine Therapy Plus Ribociclib Versus Chemotherapy in Intermediate Risk,
HR+/HER2- Early Breast Cancer

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

L]
- UK:= ADAPTcycle |

Ein Kompetenznetzwerk des UKE

HAMBURG

The study investigates, whether the patient group with intermediate-risk early breast cancer benefits from treatment with ribociclib in combination with
endocrine therapy compared to standard-of-care chemotherapy (followed by adjuvant endocrinetherapy).

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email
PI Prof. Dr. Volkmar Miller 040-7410-50228
14.11.2022 © Block/Bohlke Version 12.0 Entitaten
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Universitéres Cancer Center Hamburg
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HAMBURG

Ein Kompetenznetzwerk des UKE

Phase Ill Postneoadjuvant Study Evaluating Sacituzumab Govitecan, an Antibody Drug Conjugate in Primary HER2-negative Breast Cancer Patients
With High Relapse Risk After Standard Neoadjuvant Treatment - SASCIA

Phase lll, prospective, multi-center, randomized, open label, parallel group, study in patients with HER2-negative breast cancer with residual disease after
neoadjuvant chemotherapy with 1:1 allocation to:

. Arm A: Sacituzumab govitecan (days 1, 8 g3w for eightcycles);
. Arm B: treatment of physician’s choice (TPC, defined as capecitabine or platinum-based chemotherapy for eight cycles or observation.

Treatment in either arm will be given for eight cycles.

In patients with HR-positive breast cancer, endocrine-based therapy will be administered according to local guidelines. The start of endocrine therapy will
be at the discretion of the investigator; however, it will be encouraged to start after surgery/radiotherapy in patients without additional cytotoxic agents.

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email
SK Silke Kal3ner 040/ 44190 669 studien@mammazentrum.eu
14.11.2022 Entitaten
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Universitéres Cancer Center Hamburg

HAMBURG

Ein Kompetenznetzwerk des UKE

Randomized, Double-blind, Phase 3 Study of Tucatinib or Placebo in Combination With Ado-trastuzumab Emtansine (T-DM1) for Subjects With
Unresectable Locally-advanced or Metastatic HER2+ Breast Cancer (HER2CLIMB-02)

This study is being done to see if tucatinib with ado-trastuzumab emtansine (T-DM1) works better than T-DM1 alone to help patients who have a specific

type of breast cancer called HER2 positive breast carcinoma. The breast cancer in this study is either metastatic (spread into other parts of the body) or
cannot be removed completely with surgery.

Patients in this study will be randomly assigned to get either tucatinib or placebo (a pill with no medicine). This is a blinded study, so neither patients nor
their doctors will know whether a patient gets tucatinib or placebo. All patients in the study will get T-DM1, a drug that is often used to treat this cancer.

Each treatment cycle lasts 21 days. Patients will swallow tucatinib pills or placebo pills two times every day. Patients will get T-DML1 injections from the
study site staff on the first day of every cycle.

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email
Pl Prof. Dr. Volkmar Mdller 040-7410-50228
14.11.2022
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llm DESTINY-Breast 12 [

Ein Kompetenznetzwerk des UKE

HAMBURG

An Open-Label, Multinational, Multicenter, Phase 3b/4 Study of Trastuzumab Deruxtecan in Patients With or Without Baseline Brain Metastasis With
Previously Treated Advanced/Metastatic HER2-Positive Breast Cancer (DESTINY-Breast12)

This is open-label, multicenter, international study, assessing the efficacy and safety of Trastuzumab deruxtecan (T-DXd) in participants with or without
brain metastasis (BMs), with previously-treated advanced/metastatic HER2-positive breast cancer whose disease has progressed on prior anti-HER2-
based regimens and who received no more than 2 lines/regimens of therapy in the metastatic setting (excludingtucatinib).

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email
PI Prof. Dr. Volkmar Miller 040-7410-50228
14.11.2022 © Block/Bohlke Version 12.0 Entitaten
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

L]
w acelERA I

HAMBURG

Ein Kompetenznetzwerk des UKE

A Phase Il, Randomized, Open-Label, Multicenter Study Evaluating the Efficacy and Safety of GDC-9545 Compared With Physician's Choice of
Endocrine Monotherapy in Patients With Previously Treated Estrogen Receptor-Positive, HER2-Negative Locally Advanced or Metastatic BreastCancer

This Phase II, randomized, open-label, multicenter study will evaluate the efficacy and safety of giredestrant compared with physician's choice of
endocrine monotherapy in participants with estrogen receptor (ER)-positive, human epidermal growth factor receptor 2 (HER2)-negative locally advanced
or metastatic breast cancer who have received one or two prior lines of systemic therapy in the locally advanced or metastatic setting.

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email
SK Silke Kal3ner 040/ 44190 669 studien@mammazentrum.eu
14.11.2022 © Block/Bohlke Version 12.0 Entitaten
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Hubertus Wald
Tumorzentrum

A Phase Ib/lll Randomised Study of Capivasertib Plus Palbociclib and Fulvestrant Versus Placebo Plus Palbociclib and Fulvestrant in Hormone Receptor-
Positive and Human Epidermal Growth Factor Receptor 2-Negative LocallyAdvanced, Unresectable or Metastatic Breast Cancer

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg
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HAMBURG

Ein Kompetenznetzwerk des UKE

A Phase Ib/lll Randomised Study of Capivasertib plus Palbociclib and Fulvestrant versus Placebo plus Palbociclib and Fulvestrant in Hormone Receptor-
Positive and Human Epidermal Growth Factor Receptor 2-Negative Locally Advanced, Unresectable or Metastatic Breast Cancer(CAPItello-292).

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email

PI Prof. Dr. Volkmar Miller 040-7410-50228
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HAMBURG

A Phase Ill Randomized, Double-Blind, Placebo-Controlled, Multicenter Study Evaluating the Efficacy and Safety of GDC-9545 Combined With
Palbociclib Compared With Letrozole Combined With Palbociclib in Patients With Estrogen Receptor-Positive, HER2-Negative Locally Advanced or
Metastatic Breast Cancer

Ein Kompetenznetzwerk des UKE

This Phase Ill, randomized, double-blind, placebo-controlled, multicenter study will evaluate the efficacy and safety of giredestrant combined with
palbociclib compared with letrozole combined with palbociclib in patients with estrogen receptor (ER)-positive, human epidermal growth factor receptor-2
(HER2)-negative locally advanced (recurrent or progressed) or metastatic breastcancer.

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email

Pl Prof. Dr. Volkmar Miller 040-7410-50228
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HAMBURG

Ein Kompetenznetzwerk des UKE

A Randomized, Multicenter, Double-blind Phase 3 Study of Amcenestrant (SAR439859) Plus Palbociclib Versus Letrozole Plus Palbociclib for the
Treatment of Patients With ER (+), HER2 (-) Breast Cancer Who Have Not Received Prior Systemic Anti-cancer Treatment for Advanced Disease

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email
SK Silke Kal3ner 040/ 44190 669 studien@mammazentrum.eu
14.11.2022 Entitaten
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llm PRAEGNANT-Register I

Ein Kompetenznetzwerk des UKE

HAMBURG

Prospective Academic Translational Research Network for the Optimization of the Oncological Health Care Quality in the Adjuvantand
Advanced/Metastatic Setting: Health Care Research, Pharmacogenomics, Biomarkers, Health Economics

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email
Pl Prof. Dr. Volkmar Mdller 040-7410-50228
14.11.2022 Entitaten
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HAMBURG

Ein Kompetenznetzwerk des UKE

A Phase lll, Multicenter, Randomized, Double-blind, Placebo-controlled Study to Assess the Efficacy and Safety of Alpelisib (BYL719) in Combination
With Nab-paclitaxel in Patients With Advanced Triple Negative Breast Cancer With Either Phosphoinositide-3-kinase Catalytic Subunit Alpha (PIK3CA)
Mutation or Phosphatase and Tensin Homolog Protein (PTEN) Loss Without PIK3CA Mutation

The purpose of this study is to determine whether treatment with alpelisib in combination with nab-paclitaxel is safe and effective in subjects with
advanced triple negative breast cancer (aTNBC) who carry either a PIK3CA mutation (Study Part A) or have PTEN loss (Study Part B1) or PTEN loss
without PIK3CA mutation (Study Part B2)

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email
SK Silke KalRner 040/ 44190 669 studien@mammazentrum.eu
14.11.2022 © Block/Bohlke Version 12.0 Entitaten
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

MIRASOL: A Randomized, Open-label, Phase 3 Study of Mirvetuximab Soravtansine vs. Investigator's Choice of Chemotherapy in Platinum-Resistant,
Advanced High-Grade Epithelial Ovarian, Primary Peritoneal, or Fallopian Tube Cancers With High Folate Receptor-AlphaExpression

This Phase 3 study is designed to compare the efficacy and safety of mirvetuximab soravtansine vs. investigator's choice chemotherapy in patients with
platinum-resistant high-grade epithelial ovarian cancer, primary peritoneal, or fallopian tube cancer, whose tumors express a high-level of FRa. Patients

will be, in the opinion of the Investigator, appropriate for single-agent therapy for their next line of therapy. Folate receptor alpha (FRa) positivity will be
defined by the Ventana FOLR1 (FOLR1-2.1) CDx assay.

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email

PI Prof. Dr. B. Schmalfeldt 040/7410-0

SI Prof. Dr. L. Wolber 040/7410-0

SK Silke KalRner 040/ 44190 669 studien@mammazentrum.eu
14.11.2022 Entitaten
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A Double Blind, Prospective, Randomized, Placebo Controlled, Multi-center Phase 3 Study to Evaluate Efficacy and Safety of Cevira® in Patients With
Cervical Histologic High-grade Squamous Intraepithelial Lesions (HSIL)

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

L] |
w Cevira I

HAMBURG

Ein Kompetenznetzwerk des UKE

A double blind, prospective, randomized, placebo controlled, multi-center phase 3 study to evaluate efficacy and safety of Cevira® in patients with cervical
histologic high-grade squamous intraepithelial lesions (HSIL)

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email
SK Silke Kal3ner 040/ 44190 669 studien@mammazentrum.eu
14.11.2022 Entitaten
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Prognostic role of circulating tumor DNA in resectable pancreatic

cancer

Pre-Surgery Post-Surgery

ctDNA
positive
Group A

(est. 33%)

2 18 years
Resectable PDAC

ctDNA
negative
Group B
(est. 67%)

Primary Endpoint: DFS

Einschlusskriterien:

1. Adult patients = 18 years of age

2. Pancreatic mass, suspicious of pancreatic cancer, deemed resectable and
resection planned.

3. Patient deemed medically fit for adjuvant chemotherapy by theinvestigator

4. Patient’s legal capacity to consent to study participation

5. Signed and dated informed consent to participate in the study

Ausschlusskriterien:

. Non-resectable disease as determined by a local tumorboard

. Metastatic pancreatic disease

. Previous neoadjuvant chemotherapy

. Previous neoadjuvant radiotherapy

. Histology other than PDAC such as acinar, neuroendocrine, mixed histology etc.
in the resection specimen

. Malignant disease other than PDAC within previous year (exception: patients
with adequately treated and completely resected basal cell or squamous cellskin
cancer; in situ cervical, breast or prostate cancer within previous year may be
included)

a b wWwNBE

(2]

Erganzende Informationen sind unter ClinicalTrials.gov verfugbar

Ansprechpartner Telefon email

Pl PD. Dr. Marianne Sinn 015222830613 ma.sinn@uke.de

Sl PD. Dr. Faik Uzunoglu 015222817136 f.uzunoglu@uke.de
SK Laura Rodemeister 040/7410-56545 a.rodemeister@uke.de
14.11.2022
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Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

advanced colorectal cancer
- The AIO-MEFOX trial (AIO-KRK-0119)

A phase I/Il trial of D,L-MEthadone and mFOLFOX6 in treatment of

Ergédnzende Informationen sind unter ClinicalTrials.gov verfugbar

Ansprechpartner Telefon email

Pl Marianne Sinn 040/7410-70434 ma.sinn@uke.de

Si Martin Schonrock 040/7410-70152 m.schoenrock@uke.de
SK Laura Rodemeister 040/7410-56545 a.rodemeister@uke.de
14.11.2022
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Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Protocol Reduced intensity radio-chemotherapy for stage I1A/B
seminoma. Amulticenter, open label phase Il trial with

two cohorts

Erganzende Informationen sind unter ClinicalTrials.gov verfugbar

Ansprechpartner Telefon email

PI Christoph Seidel 040/7410-18648 c.seidelquke.de
Sl Winfried Alsdorf 040/7410-18772 w.alsdorf@uke.de
SK Frank Knauer 040/7410-53994 f.knauer@uke.de
14.11.2022
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I Hubertus Wald Tumorzentrum
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llm XL184-315 (Contact-02) I

HAMBURG

Ein Kompetenznetzwerk des UKE

A Phase 3, Randomized, Open-Label, Controlled Study of
Cabozantinib (XL184) in Combination with
Atezolizumab vs Second Novel Hormonal Therapy (NHT)
in Subjects with Metastatic Castration-Resistant Prostate
Cancer

Erganzende Informationen sind unter ClinicalTrials.gov verfugbar

Ansprechpartner Telefon email

PI Gunhild v.Amsberg 040/7410-57774 g.von-amsberg@uke.de
SI Janna-Lisa Velthaus 040/7410-39073 j.velthaus@uke.de

SK Laura Rodemeister 040/7410-56545 a.rodemeister@uke.de
14.11.2022
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

- UK:= Tapistry (BO41932) I

HAMBURG

Ein Kompetenznetzwerk des UKE

TUMOR-AGNOSTIC PRECISION IMMUNOONCOLOGY
AND SOMATIC TARGETING
RATIONAL FOR YOU (TAPISTRY) PHASE Il
PLATFORM TRIAL

Erganzende Informationen sind unter ClinicalTrials.gov verfugbar

Ansprechpartner Telefon email

Pl Mia Peters 040/7410-35676 m-c.peters@uke.de

Si Martin Schonrock 040/7410-70152 m.schoenrock@uke.de
SK Frank Knauer 040/7410-53994 f.knauerr@uke.de
14.11.2022
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Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

A Multicenter, Open-label, Dose-escalating, Phase | Trial With GEM3PSCA, a PSCA Targeted Bispecific Antibody Engaging T-cells,
in Patients With Progressive Disease After Standard Systemic Therapy in Cancers With Positive PSCA Marker

Erganzende Informationen sind unter ClinicalTrials.gov verfugbar

Ansprechpartner Telefon email

Pl Prof. Dr. Gunhild von Amsberg 01522/281 5585 g.von-amsberg@uke.de
SI Martin Schonrock 040/7410-70152 m.schoenrock@uke.de
SK Frank Knauer 040 7410 53994 f.knauer@uke.de
14.11.2022
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- Ein Kompetenznetzwerk des UKE
HAMBURG p

Phase 1b Dose Escalation Study of Lemzoparlimab in Combinationwih Venetclax and/or Azacitidine in Subjects with Acute myeloid
Leukemia 8AML) or Myelodysplastic Syndrome (MDS)

EudraCT No.: 2021-000514-41

Erganzende Informationen sind unter ClinicalTrials.gov verfligbar

Ansprechpartner Telefon emalil

Pl Prof. Walter Fiedler 040-7410-53919 fiedler@uke.de

Sli Dr. Winfried Alsdorf 015222817664 w.alsdorf@uke.de
SK Petra Kiihne 040-7410-54353 p.kuehne@uke.de
14.11.2022 Entitaten
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Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

A phase 3, multicenter, double-blind, randomized, placebo-controlled study of
Ivosidenib or enasidenib in combination with induction therapy and consolidation
therapy followed by maintenance therapy in patients with newly diagnosed acute

myeloid leukemia or myelodysplastic syndrome with excess blasts-2, with an IDH1 or
IDH2 mutation, respectively, eligible for intensive chemotherapy.

Ergénzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email

Pl Prof. Walter Fiedler 040-7410-53919 fiedler@uke.de

Sli Dr. Winfried Alsdorf 015222817664 w.alsdorf@uke.de
SK Petra Kiihne 040/ 7410-54353 p.kuehne@uke.de
14.11.2022 Entitaten
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- Ein Kompetenznetzwerk des UKE
HAMBURG P

Randomized Phase Il Study of Standard Intensiv Chemotherapy versus Intensiv Chemotherapy with CPX-351 in Adult Patients
with Newly diagnosed AML and Intermediate-orAdverse Genetics

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon emalil

Pl Prof. Walter Fiedler 040/7410-53919 fiedler@uke.de

Sli Dr. Winfried Alsdorf 01522/2817664 w.alsdorf@uke.de
SK Petra Kiihne 040-7410-54353 p.kuehne@uke.de
14.11.2022 Entitaten
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Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

A Phase 1/2, First-in-Human, Dose Escalation Study of MGD006, a CD123x
CD3 Dual Affinity Re-Targeting (DART) Bi-SpecificAntibody-Based
Molecule, in Patients with Relapsed or Refractory Acute Myeloid Leukemiaor
Intermediate-2/High Risk Myelodysplastic Syndrome

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email

Pl Prof. Walter Fiedler 040/7410-53919 fiedler@uke.de

Sli Dr. Winfried Alsdorf 01522/2817664 w.alsdorf@uke.de
SK Petra Kiihne 040/7410-54353 p.kuehne@uke.de
14.11.2022 Entitaten

© Block/Bohlke Version 12.0



mailto:fiedler@uke.de
mailto:w.alsdorf@uke.de
mailto:p.kuehne@uke.de
https://clinicaltrials.gov/ct2/show/NCT02152956

-
iz

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg
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- Ein Kompetenznetzwerk des UKE
HAMBURG P

An Open-Label, Multicenter, Phase 1b/2 Study of the Safety and Efficacy of KRT-232 Combined with Low-Dose Cytarabine
(LDAC) or Decitabine in Patients with Acute Myeloid Leukemia(AML)

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email

Pl Prof. Walter Fiedler 040/7410-53919 fiedler@uke.de

Sli Dr. Winfried Alsdorf 01522/2817664 w.alsdorf@uke.de
SK Petra Kiihne 040/7410-54353 p.kuehne@uke.de
14.11.2022 Entitaten
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- Ein Kompetenznetzwerk des UKE
HAMBURG P

An Open-Label, Multicenter, Ohase 1b/2 Study oft he Safety and Efficay of TL-895 Combied with KRT-232 in Subjectswith
relapsed/Refractory (R/R) FLT3+ Acute Myeloid Leukemia (AML)
EudraCT Nr. 2020-003109-73

Erganzende Informationen sind unter ClinicalTrails.gov_verfligbar

Ansprechpartner Telefon emalil

Pl Prof. Walter Fiedler 040/7410-53919 fiedler@uke.de

Sli Dr. Winfried Alsdorf 01522/2817664 w.alsdorf@uke.de
SK Petra Kiihne 040/7410 -54353 p.kuehne@uke.de
14.11.2022 Entitaten
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- Ein Kompetenznetzwerk des UKE
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A Prospective Phase I/lla, open-label, multicentre trial to evaluate the safey and efficay of oNKord®, an off-the-shelf, ex vivo-
cultured allogenic NK cell preparation, in subjects with acute myeloid leukaemia who are in complete morphologic remission with
measurable residual disease and without a strong indication for stem cell transplantation

EudraCT number: 2019-003686-17

Erganzende Informationen sind unter clinicaltrialsregister.eu verfiigbar

Ansprechpartner Telefon email

Pl Prof. Walter Fiedler 040/7410-53919 fiedler@uke.de

Sli PD Dr. med. Andreas Block 040/7410-56305 block@uke.de

SK Petra Kiihne 040/7410-54353 p.kuehne@uke.de
14.11.2022
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- Ein Kompetenznetzwerk des UKE
HAMBURG p

A Phase lll, Open-Label Study of Maintenance Lurbinectedin in Combination With Atezolizumab Compared With Atezolizumab in
Participants With Extensive-Stage Small-Cell Lung Cancer (IMforte)

Pat.-Einschluss vor Erstlinie mit 4x Carbo, Etoposid und Atezo, danach Maintenance mit Atezo +/- Lurbinectedin i.v.

open-label
Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar
Ansprechpartner Telefon email
PI Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@lungenclinic.de
SI Dr. med. Barbara Storbeck 04102 / 601 2420 b.storbeck@lungenclinic.de
Dr. med. Marlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de
14.11.2022 Entitaten
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- Ein Kompetenznetzwerk des UKE
HAMBURG p

Open-label Phase 3 Study of MK-7684A (Coformulation of Vibostolimab with Pembrolizumab) in Combination with Concurrent
Chemoradiotherapy followed by MK-7684A Versus Concurrent Chemoradiotherapy Followed by Durvalumab in Participants With
Stage Ill Non-small Cell Lung Cancer (MK-7684A-006/KEYVIBE-006)

open label Phase 3 Study mit simultaner ChemoStrahlentherapie MK7684A

in Combination with cCRT Followed by MK7684A vs cCRT Followed by Durvalumab in Participants with Unresectable, Locally-advanced,
Stage Il NSCLC (PDL1-allcomers)

Erganzende Informationen sind unter ClinicalTrials.gov verfligbar

Ansprechpartner Telefon email

PI Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@lungenclinic.de

Si Dr. med. Barbara Storbeck 04102/ 601 2420 b.storbeck@lungenclinic.de
Dr. med. Marlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de

14.11.2022 Entitaten

© Block/Bohlke Version 12.0



mailto:m.reck@lungenclinic.de
mailto:b.storbeck@lungenclinic.de
mailto:m.horn@lungenclinic.de

-
iz

| UKz MK-7684A-008/KEYVIBE-008 | [ | proeenswnmoneniun

- Ein Kompetenznetzwerk des UKE
HAMBURG p

A Phase 3, Randomized, Double-Blind Study of MK-7684Ain Combination With Etoposide and Platinum Followed by MK-7684Avs
Atezolizumab in Combination With Etoposide and Platinum Followed by Atezolizumab for the First-Line Treatment of Participants
With Extensive-Stage Small Cell Lung Cancer

KeyVibe-008 mit MK-7684A (=Anti-Tigit+Pembro-Koformulierung). Phase 3 Study of Chemo with MK-7684A or Atezolizumab in First Line ES-SCLC

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email

PI Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@lungenclinic.de

Si Dr. med. Barbara Storbeck 04102/ 601 2420 b.storbeck@lungenclinic.de
Dr. med. Marlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de

14.11.2022 Entitaten
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Hubertus Wald
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- Ein Kompetenznetzwerk des UKE
HAMBURG p

A Phase Il/lll, Randomized, Double-Blind, Placebo-Controlled Study of Tiragolumab in Combination With Atezolizumab Plus
Pemetrexed and Carboplatin/Cisplatin Versus Pembrolizumab Plus Pemetrexed and Carboplatin/Cisplatin in Patients With
Previously Untreated Advanced Non-Squamous Non-Small-Cell Lung Cancer

Atezo or Pembro plus chemo with or without Tiragolumab in 1L NSCLC (SKYSCRAPER-06)

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email

PI Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@lungenclinic.de

Si Dr. med. Barbara Storbeck 04102/ 601 2420 b.storbeck@lungenclinic.de
Dr. med. Marlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de

14.11.2022 Entitaten
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Hubertus Wald
Tumorzentrum
' / R T A I I Hubertus Wald Tumorzentrum
K YS L- 12 Universitéres Cancer Center Hamburg

- Ein Kompetenznetzwerk des UKE
HAMBURG p

A Randomized Phase 3 Study of MRTX849 Versus Docetaxel in Patients With Previously Treated Non-Small Cell Lung Cancer With
KRAS G12C Mutation

bei KRAS G12c-Mutation: MRTX849 versus Docetaxel in Patients with PreviouslyTreated NSCLC with KRAS G12C Mutation

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email

PI Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@lungenclinic.de

Si Dr. med. Barbara Storbeck 04102/ 601 2420 b.storbeck@lungenclinic.de
Dr. med. Marlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de

14.11.2022 Entitaten

© Block/Bohlke Version 12.0
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HAMBURG

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Optimizing MATRIx as Remission Induction in PCNSL: De-escalated Induction Treatment in Newly Diagnosed Primary CNS
Lymphoma - a Randomized Phase Il Trial

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email

Pl Dr. med. Winfried Alsdorf 040/7410-0 w.alsdorf@uke.de

Sl Dr. med. Minna Voigtlander 040/7410-0 m.voigtlaender@uke.de
SK Maryam Lotfi 0152/228 276 03 maryam.lotfi@uke.de
14.11.2022

© Block/Bohlke Version 12.0 Entitaten
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' / R I I Hubertus Wald Tumorzentrum
P O a- = I C E Universitéres Cancer Center Hamburg

- Ein Kompetenznetzwerk des UKE
HAMBURG p

Open-label, Prospective Phase lll Clinical Study to Compare Polatuzumab Vedotin Plus Rituximab, Ifosfamide, Carboplatin and Etoposide
(Pola-R-ICE) With Rituximab, Ifosfamide, Carboplatin and Etoposide (R-ICE) Alone as Salvage Therapy in Patients With Primary Refractory
or Relapsed Diffuse Large B-cell Lymphoma (DLBCL)

Initiierung am 31.08.2022

Erganzende Informationen sind unter ClinicalTrials.qov verfugbar

Ansprechpartner Telefon email

Pl Dr. med. Judith Dierlamm 040/7410-59782 dierlamm@uke.de
Sl Dr. med. Susane Ghandili 040/7410-0 s.ghandili@uke.de
SK Dipl.-Dok. Ina Bohlke 040/7410-57118 i.boehlke@uke.de
14.11.2022

© Block/Bohlke Version 12.0 Entitaten
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Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

A prospective multicenter phase 2 study of copanlisib in combination with rituximab and CHOP chemotherapy (COPA-R-CHOP)in
patients with previously untreated diffuse large B-cell ymphoma (DLBCL)

Initiierung am 04.08.2022

Erganzende Informationen sind unter ClinicalTrials.qov verfugbar

Ansprechpartner Telefon email

Pl Dr. med. Judith Dierlamm 040/7410-59782 dierlamm@uke.de

Sl Dr. med. Susane Ghandili 040/7410-0 s.ghandili@uke.de
SK Maryam Lotfi 0152/228 276 03 maryam.lotfi@uke.de
14.11.2022

© Block/Bohlke Version 12.0
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u|-;§ G042273 (BELVA) :

- Ein Kompetenznetzwerk des UKE
HAMBURG P

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Phase Ib offene, multizentrische Studie zur Evaluierung der Sicherheit, Pharmakokinetik und Aktivitét von Belvarafenib (pan RAF-Inhibitor) als
Monotherapie
und in Kombination mit entweder Cobimetinib oder Cobimetinib plusAtezolizumab
bei Patienten mit NRAS-mutiertem fortgeschrittenen Melanom, die eine anti-PD-1/PD-L1 Therapie erhaltenhaben

Wichtigste Einschlusskriterien:
e Stadium IV oder nicht resektables Stadium Ill kutanes Melanom mit NRAS Mutation
« ECOG 0/1

+ Vorbehandlung mit ein oder zwei Linien inkl. PD-1 AK (ggf. in Kombination mit CTLA-4 AK) oder PD-L1 AK, auch im adjuvanten Setting
« Verfugbares Tumormaterial fir Mutationstestungen

Wichtigste Ausschlusskriterien:
» Allgemein: Symptomatische, unbehandelte oder progrediente ZNS-Metastasen,

 aktives Zweitmalignom, (aul3er BCC, cSCC, in situ Tumore, kurativ behandelte Tumor ohne Rezidiv in den letzten 2 Jahren)
* In den Cobimetinib-Armen: Retinopathien

* Im Atezolizumab-Arm: Immunsuppressiva >10mg Prednisolon (< 2 Wochen vor Therapiebeginn)

Ergédnzende Informationen sind unter ClinicalTrials.gov verfugbar

Ansprechpartner Telefon email

Pl Prof. Dr. med. Christoffer Gebhardt 01522/ 287 3742 ch.gebhardt@uke.de

SI Dr. med. Thomas Haalck 040/ 7410 -52848 t.haalck@uke.de

SK Dr. Lina Hildebrandt 040 /7410 -22100 studien-htz@uke.de
14.11.2022 Entitaten

© Block/Bohlke Version 12.0
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HAMBURG

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

Eine multizentrische offene Phase Il Studie Uber Botensilimab
bei fortgeschrittenem Checkpointinhibitor refraktarem Melanom

Wichtigste Einschlusskriterien:

» Kohorte A: Progress unter PD-1 Monotherapie (metastasiert <12 Wochen, adjuvant <24 \Wochen)
» Kohorte B: Progress unter Ipilimumab + Nivolumab

« Verfligbares Tumormaterial

*« ECOG 0-1

Wichtigste Ausschlusskriterien:

* Okulares, uveales oder mukosales Melanom

» Grad 3 Toxizitaten unter vorheriger ICI (aul3er Endokrinopathien oder nicht-bulléser Rash)
» aktive Hirnfiliae (stabile, behandelte, oder nicht behandlungsbediirftige erlaubt)

« aktive Zweitmalignome in den letzten 2 Jahren

Erganzende Informationen sind unter ClinicalTrials.qov verfugbar

Ansprechpartner Telefon email

Pl Prof. Dr. med. Christoffer Gebhardt 01522/ 287 3742 ch.gebhardt@uke.de

SI Dr. med. Thomas Haalck 040/ 7410 -52848 t.haalck@uke.de

SK Dr. Lina Hildebrandt 040 /7410 -22100 studien-htz@uke.de
14.11.2022

© Block/Bohlke Version 12.0

Entitaten
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

K
m MK-3475-630 / KEYNOTE-630

- Ein Kompetenznetzwerk des UKE
HAMBURG P

Phase IIl randomisierte, doppelblinde, placeobokontrollierte Studie zur Evaluierung von Pembrolizumab versus Placebo als adjuvante Therapie
nach Operation und Radiatio bei Patienten mit high risk lokal fortgeschrittenem kutanen Plattenepithelkarzinom

Wichtigste Einschlusskriterien:

« vorherige makroskopisch komplette operative Entfernung und adjuvante Radiatio
« archiviertes Tumormaterial fur PD-L1 Testung

+« ECOG 0/1

Wichtigste Ausschlusskriterien:
« aktive Zweitmalignome in den letzten 2 Jahren, aktive Al-Erkrankungen in den letzten 2 Jahren, Z.n. Organtransplantation

Erganzende Informationen sind unter ClinicalTrials.qov verfugbar

Ansprechpartner Telefon email

Pl Prof. Dr. med. Christoffer Gebhardt 01522/ 287 3742 ch.gebhardt@uke.de

SI Dr. med. Thomas Haalck 040/ 7410 -52848 t.haalck@uke.de

SK Dr. Lina Hildebrandt 040 /7410 -22100 studien-htz@uke.de
14.11.2022 Entitaten

© Block/Bohlke Version 12.0
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

]
UK |
MK 3475-365

- Ein Kompetenznetzwerk des UKE
HAMBURG P

Phase Ib/ll Trial of Pembrolizumab (MK-3475) Combination Therapies in Metastatic Castration-Resistant Prostate Cancer (NCRPC)
(KEYNOTE-365)

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email

Pl Prof. Dr. med. Gunhild von Amsberg 01522/ 281 5585 g.von-amsberg@uke.de

Sl PD Dr. Andreas Block 040/ 7410 - 56305 block@uke.de

SK Antonia Schénwald 040/ 7410 -57143 a.schoenwald@uke.de
14.11.2022 © Block/Bshlke Version 12.0 Entitaten
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

]
UK |
MK 6482-022

- Ein Kompetenznetzwerk des UKE
HAMBURG P

A Multicenter, Double-blind, Randomized Phase 3 Study to Compare the Efficacy and Safety of Belzutifan (MK-6482) Plus Pembrolizumab
(MK-3475) Versus Placebo Plus Pembrolizumab, in the Adjuva(nt Treatment o)f Clear Cell Renal Cell Carcinoma (ccRCC) Post Nephrectomy
MK-6482-022

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email

Pl Prof. Dr. med. Gunhild von Amsberg 01522/ 281 5585 g.von-amsberg@uke.de

Sl PD Dr. Andreas Block 040/ 7410 - 56305 block@uke.de

SK Antonia Schénwald 040/ 7410 -57143 a.schoenwald@uke.de
14.11.2022 © Block/Bshlke Version 12.0 Entitaten
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TrilynX (Debio 1143) !

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

A Randomized, Double-Blind Placebo-Controlled, Phase 3 Study of Debio 1143 in Combination With Platinum-Based
Chemotherapy and Standard Fractionation Intensity-Modulated Radiotherapy in Patients With LocallyAdvanced Squamous Cell
Carcinoma of the Head and Neck, Suitable for Definitive Chemoradiotherapy (TrilynX)

/

ARM A: Debio 1143 + chemotherapy + IMRT \

Combination Therapy: Cycles 1-3
Debio 1143, 200 mg/day, Days 1-14 Q3W cycles
+ concomitant IMRT, from Day 1 for 7 weeks
(70 Gy In 35 fractions over 7 weeks, 2.0 Gy/fraction,
5 days/7)
+ cisplatin high dose (100 mg/m?), Day 2 Q3W cycles
(or carboplatin at equivalent dose at C2 and/or C3 if the

Y "\

/

ARM B: Placebo + chemotherapy + IMRT \

Combination Therapy: Cycles 1-3
Placebo, Days 1-14 Q3W cycles
+ concomitant IMRT, from Day 1 for 7 weeks
(70 Gy in 35 fractions over 7 weeks, 2.0 Gyffraction,
5 days|‘7)
+ cisplatin high dose (100 mg/m?®), Day 2 Q3W cycles
(or carboplatin at equivalent dose at C2 andlor C3 if the

patient cannot receive cisplatin)

Monotherapy: Cycles 4-6
K Debio 1143, 200 mg/day, Days 1-14 Q3W cycles k

/

patient cannot receive cisplatin)

Monotherapy: Cycles 4-6
Placebo, Days 1-14 Q3W cycles /

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email

Pl Dr. Philippe Schafhausen 040/ 7410 -57122 schafhausen@uke.de

Sl Dr. Henrike Zech 040/ 7410-51039 h.zech@uke.de

SK Annette Weber 040/ 7410 - 55458 ann.weber@uke.de
14.11.2022 Entitaten

© Block/Bohlke Version 12.0
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

FOCUS I

Ein Kompetenznetzwerk des UKE

Phase 2 Multicenter Study Investigating the Tolerability and Efficacy of UV1 Vaccine in Patients With Recurrent or Metastatic PD-L1
Positive (CPS=1) Head and Neck Squamous Cell Carcinoma Planned for First-line Treatment With Pembrolizumab

Recurrent or metastatic
head and neck
squamous cell

carcinoma (HNSCC)
eligible for

pembrolizumab (PD-L1
CPS 21) Pembrolizumab every 3 weeks + UV1 —

3 times the week before initiation of
pembrolizumab + once per cycle (c1-5)

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email

Pl Dr. Philippe Schafhausen 040/ 7410 -57122 schafhausen@uke.de

Sl Dr. Henrike Zech 040/ 7410-51039 h.zech@uke.de

SK Annette Weber 040/ 7410 - 55458 ann.weber@uke.de
14.11.2022

© Block/Bohlke Version 12.0 Entitdten
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' / R A I I Hubertus Wald Tumorzentrum
B U N Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE

HAMBURG

The BURAN Study of Buparlisib (AN2025) In Combination with Paclitaxel Compared to Paclitaxel Alone, in Patients with Recurrent
or Metastatic Head and Neck Squamous Cell Carcinoma

Purpose and Study Rationale

The BURAN study is a randomized, open-label phase Il study to assess the treatment effect of once-daily buparlisib in combination
with weekly paclitaxel compared to weekly paclitaxel alone in patients with refractory, recurrent, or metastatic head and neck
squamous cell carcinoma (HNSCC) that have progressed after prior anti-PD-1/anti-PD-L1 monotherapy; prior anti-PD-1/anti-PD-L1
therapy in combination with platinum-based therapy; or after sequential treatment of anti PD 1/anti PD L1 therapy, either prior to or
post, platinum-based therapy.

Erganzende Informationen sind unter ClinicalTrials.gov_verfligbar

Ansprechpartner Telefon email

Pl Dr. Philippe Schafhausen 040/ 7410 -57122 schafhausen@uke.de

Sl Dr. Henrike Zech 040/ 7410-51039 h.zech@uke.de

SK Annette Weber 040/ 7410 - 55458 ann.weber@uke.de
14.11.2022 Entitaten

© Block/Bohlke Version 12.0
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

S
| UKz PACE-LUNG |

- Ein Kompetenznetzwerk des UKE
HAMBURG "

Additional chemotherapy for EGFRm patients with the continued presence of plasma ctDNA EGFRm at week 3 after start of
osimertinib 1st-line treatment

Key inclusion criteria

» NSCLC stage HIB-IV

- L858R, del19 EGFR mutation
= 1L osimertinib therapy

* Incomplete MEGFR

clearance
Pre-screening Trial inclusion
N =400 ‘ N =50
Osimertinib Osimertinib p.o. maintenance
Osimertinib p.o. . 80 mg p.o. daily according to Standard of Care
liquid
according to biops Incomplete +
Standard of Care PSy mEGFR clearance platinum-based ol o
doublet CTx" i.v. - ""m° °‘”m P -
Q3w, 4 cycles max. PY, progression,
survival

Optional Mandatory Optional
liquid liquid liquid

biopsy biopsy. biopsy

* CTx: investigator's choice: cisplatin (75 mg/m?) + pemetrexed (500 mg/m?) or carboplatin (AUC 5 mg/mL/min) + pemetrexed (500 mg/m?)

Rekrutierung: Beginn September 2022 Ende offen Patientenzahl: offen
Ansprechpartner:

PI Janna-Lisa Velthaus-Rusnik 040/ 7410 - 39073 j.velthaus@uke.de

Sl - - -

SK Frank Knauer 040/ 7410 - 53994 f.knauer@uke.de
14.11.2022 © Block/Bohlke Version 12.0 Entitaten
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Hubertus Wald
Tumorzentrum

' / / I I Hubertus Wald Tumorzentrum
F M 24- 10 1 Universitéres Cancer Center Hamburg

- Ein Kompetenznetzwerk des UKE
HAMBURG p

A Phase 1/2a Open Label, Multicenter Study to Access the Safety, Tolerability, Pharmacokinetics and Preliminary Efficacy of AMF24
in Patients with Advanced Solid Tumors

AFM 24-101 is a first in human Phase 1/2a open-label, non-randomized, multi-center, multiple ascending dose escalation/expansion study evaluating AFM24 as a monotherapy in
patients with advanced solid malignancies whose disease has progressed after treatment with previous anticancer therapies.

AFM24 is a tretravalent bispecific (anti-human EGFR x anti-human CD16A) innate immune cell engaging recombinant antibody construct being developed to target EGFR-expressing
solid tumors and has been designed to specifically utilize the cytotoxic potential of the innate immune system, in particular natural killer cells and macrophages for the specific and
efficient elimination of EGRF-positive cancer cells.

Key Inclusion Criteria:

* Adequate organ function

+ Documented radiological progression during or after the latest therapy

* Measurable disease per RECIST 1.1

+ Histologically confirmed advanced or metastatic EGRF+ malignancies for each expansion cohorts:

+ Clorectal Cancer, KRAS-wildtype: disease has progressed after = 2 prior lines of therapy which must have included oxaliplatin, fluoropyrimidine, bevacizumab, and an anti-EGFR
therapy

+ ccRCC: disease has progressed after = 2 prior lines of therapy which must have included a TKI and a checkpoint inhibitor

+ Metastatic NSCLC, EGFR mut: disease has progressed on/after = 1 prior lines of therapy for advanced disease including = prior TKI approved for EGFR mut NSCLC

Key Exclusion Criteria:

+ Treatment with systemic anticancer therapy within 4 weeks (6 weeks if therapy was mitomycin C and/or nitrosoureas), or within 5 half-lives of the agent if half-life is known and it is
shorter, before first dose of study drug. Anticancer therapies include cytotoxic chemotherapy, targeted inhibitors, and immunotherapies, but do not include hormonal therapy or
radiotherapy.

+ Radiation therapy within 2 weeks before 1stdose of study drug or unresolved toxicity from previous radiotherapy.

« History of any other malignancy known to be active, with the exception of completely removed in situ cervical intra-epithelial neoplasia, non-melanoma skin cancer, DCIS, early stage
prostate cancer that has been adequately treated, and other cancers from which the patient has been disease free for 3 years or longe

Ansprechpartner Telefon email

PI Dr. med. Winfried Alsdorf 01522/ 281 7664 w.alsdorf@uke.de

Sl Prof. Dr. med. Carsten Bokemeyer 040/ 7410 - 53962 c.bokemeyer@uke.de

SK Dipl.-Dok. Ina Bohlke 040/7410-57118 i.boehlke@uke.de
14.11.2022 Entitaten

© Block/Bohlke Version 12.0
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

L]
m KRYSTAL-7 I

- Ein Kompetenznetzwerk des UKE
HAMBURG P

A Phase 2 Trial of MRTX849 Monotherapy and in Combination With Pembrolizumab in Patients With Advanced Non-Small Cell
Lung Cancer With KRAS G12C Mutation

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner Telefon email

PI Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@lungenclinic.de

Si Dr. med. Barbara Storbeck 04102/ 601 2420 b.storbeck@lungenclinic.de
Dr. med. Marlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de

14.11.2022 Entitaten
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- Ein Kompetenznetzwerk des UKE
HAMBURG p

A Multicenter, Open Label, Phase Il Extension Trial to Study the Long-term Safety and Efficacy in Participants With Advanced
Tumors Who Are Currently on Treatment or in Follow-up in a Pembrolizumab Trial

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner Telefon email

PI Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@lungenclinic.de

Si Dr. med. Barbara Storbeck 04102/ 601 2420 b.storbeck@lungenclinic.de
Dr. med. Marlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de

14.11.2022 Entitaten

© Block/Bohlke Version 12.0
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I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

L]
l'ME CRISP I

- Ein Kompetenznetzwerk des UKE
HAMBURG P

Clinical Research Platform Into Molecular Testing, Treatment and Outcome of (Non-)Small Cell Lung Carcinoma Patients

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner Telefon email

PI Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@Ilungenclinic.de

Si Dr. med. Barbara Storbeck 04102/ 601 2420 b.storbeck@lungenclinic.de
Dr. med. Marlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de

14.11.2022 Entitaten
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C 224- 104 Universitéres Cancer Center Hamburg

- Ein Kompetenznetzwerk des UKE
HAMBURG p

A Phase 2 Randomized Study of Relatlimab Plus Nivolumab in Combination With Chemotherapy vs. Nivolumab in Combination
With Chemotherapy as First Line Treatment for Participants With Stage IV or Recurrent Non-small Cell Lung Cancer (NSCLC)

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner Telefon email

PI Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@lungenclinic.de

Si Dr. med. Barbara Storbeck 04102/ 601 2420 b.storbeck@lungenclinic.de
Dr. med. Marlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de

14.11.2022 Entitaten
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- Ein Kompetenznetzwerk des UKE
HAMBURG P

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

A Study of Selpercatinib After Surgery or Radiation in Participants With Non-Small Cell Lung Cancer (NSCLC)
(LIBRETTO-432)

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner Telefon email

PI Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@lungenclinic.de

Si Dr. med. Barbara Storbeck 04102/ 601 2420 b.storbeck@lungenclinic.de
Dr. med. Marlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de

14.11.2022 Entitaten
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o
Q R I I Hubertus Wald Tumorzentrum
ST = 1 2 1 Universitéres Cancer Center Hamburg

- Ein Kompetenznetzwerk des UKE
HAMBURG P

Zimberelimab and Domvanalimab in Combination With Chemotherapy Versus Pembrolizumab With
Chemotherapy in Patients With Untreated Metastatic Non-Small Cell Lung Cancer (STAR-121)

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner Telefon email

PI Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@lungenclinic.de

Si Dr. med. Barbara Storbeck 04102/ 601 2420 b.storbeck@lungenclinic.de
Dr. med. Marlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de

14.11.2022 Entitaten
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o
I I Hubertus Wald Tumorzentrum
BO44178 Universitéres Cancer Center Hamburg

- Ein Kompetenznetzwerk des UKE
HAMBURG P

A Study of Tobemstomig Plus Platinum-Based Chemotherapy vs Pembrolizumab Plus Platinum-Based
Chemotherapy in Participants With Previously Untreated Non-Small Cell Lung Cancer

Weitere Informationen unter: https://clinicaltrials.gov

Ansprechpartner Telefon email

PI Prof. Dr. med. Martin Reck 04102 /601 2101 m.reck@lungenclinic.de

Si Dr. med. Barbara Storbeck 04102/ 601 2420 b.storbeck@lungenclinic.de
Dr. med. Marlitt Horn 04102 /601 2104 m.horn@Iungenclinic.de

14.11.2022
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Keyvibe-010
UK y

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

HAMBURG Ein Kempetenznetzwerk des UKE
Randomisierte, doppelblinde, mit einem aktiven Komparator kontrollierte klinische Phase Il Studie mit adjuvanter Gabe von MK-7684A + Pembrolizumab vs.
Pembrolizumab bei Patienten mit high risk Stadium II-1V Melanom

Wichtigste Einschlusskriterien:

e komplett reseziertes Stadium 11B/C, Ill oder IV kutanes Melanom (auch ohne SLND)
* ECOG 0-1

e keine Vortherapien (auBer OP und wenn noétig Radiatio)

Wichtigste Ausschlusskriterien:
e mukosales, konjunktivales oder Uveamelanom
e Zweitmalignom in den letzten 3 Jahren

e relevante Immunsuppression (< 7 Tage vor Therapiebeginn) oder aktive Autoimmunerkrankung
e Z.n. Hirnmetastasen

Erganzende Informationen sind unter ClinicalTrials.gov verfiigbar: https://ClinicalTrials.gov

Ansprechpartner Telefon email
Prof. Dr. med. Christoffer Gebhardt 040-7410 53263 ch.gebhardt@uke.de
Thomas Haalck 040-7410 52848 t.haalck@uke.de
Dr. Lina Hildebrandt l.hildebrandt@uke.de
Studienteam 0152-22800599 studien-htz@uke.de
P15
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MSD V940-001
UK

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE
HAMBURG ’

Eine randomisierte, doppelblinde klinischePhase 3 Studie mit V940 (mRNA-4157) plus Pembrolizumab adjuvant gegen Pembrolizumab adjuvant bei Patienten mit
Hochrisiko Stadium II-IV Melanom

Wichtigste Einschlusskriterien:

e Stadium IIB-1V kutanes Melanom oder unbekannter Primarius mit erfolgter Komplettresektion vor max. 13 Wochen
e Keine systemische Vortherapie des Melanoms; Effektive Kontrazeption fir Frauen

Wichtigste Ausschlusskriterien:

e Uvea- und Schleimhautmelanom

e Z.n. intransit oder Satellitenfiliae

e aktives Zweitmalignom in den letzten 3 Jahren (auRer BCC, ¢SCC, in situ Tumore)
e Immunsupressiva (< 1 Woche vor Therapiebeginn), Autoimmunerkrankungen

Erganzende Informationen sind unter ClinicalTrials.gov verfiigbar: https://ClinicalTrials.gov

Ansprechpartner Telefon email
Prof. Dr. med. Christoffer Gebhardt 040-7410 53263 ch.gebhardt@uke.de
Thomas Haalck 040-7410 52848 t.haalck@uke.de
Dr. Lina Hildebrandt l.hildebrandt@uke.de
Studienteam 0152-22800599 studien-htz@uke.de
216
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CA224-127 | Relativity-127
UK Y

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

HAMBURG Ein Kempetenznetzwerk des UKE
Eine Phase 3, randomisierte, offene Studie mit subkutanem Nivolumab + Relatlimab Fixdosis gegenintravendses Nivolumab + Relatlimab Fixdosis bei nicht
vorbehandelten Patienten mit metastasiertem oder nicht resezierbarem Melanom

Wichtigste Einschlusskriterien:

e nicht resektables Stadium IlI-IV nicht okuldres Melanom ohne Vortherapie (PD-1 und BRAFi/MEKi adjuvant bis 6 Monate vor
Rezidiv erlaubt)

e verfligbares Tumormaterial (max. 3 Monate alt oder frische Biopsie)

Wichtigste Ausschlusskriterien:

e aktive Zweitmalignome in den letzten 2 Jahren (aulRer BCC, cSCC, in situ Tumore)
e Immunsupressiva (< 2 Woche vor Therapiebeginn), Autoimmunerkrankungen

e unbehandelte oder instabile Hirnfiliae

® Absetzen PD-1 zuvor aufgrund von Nebenwirkungen

Erganzende Informationen sind unter ClinicalTrials.gov verfiigbar: https://ClinicalTrials.gov

Ansprechpartner Telefon email
Prof. Dr. med. Christoffer Gebhardt 040-7410 53263 ch.gebhardt@uke.de
Thomas Haalck 040-7410 52848 t.haalck@uke.de
Dr. Lina Hildebrandt l.hildebrandt@uke.de
Studienteam 0152-22800599 studien-htz@uke.de
17
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UK G042273 (BELVA) |

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kempetenznetzwerk des UKE

HAMBURG

Phase Ib offene, multizentrische Studie zur Evaluierung der Sicherheit, Pharmakokinetik und Aktivitat von Belvarafenib (pan RAF-Inhibitor) als Monotherapie und in
Kombination mit entweder Cobimetinib oder Cobimetinib plus Atezolizumab bei Patienten mit NRAS mutiertem fortgeschrittenem Melanom, die eine anti PD-1/PD-L1
Therapie erhalten haben

Wichtigste Einschlusskriterien:

e Stadium IV oder nicht resektables Stadium Il kutanes Melanom mit NRAS Mutation

e ECOG 0/1

e Vorbehandlung mit ein oder zwei Linien inkl. PD-1 AK (ggf. in Kombination mit CTLA-4 AK) oder PD-L1 AK, auch im adjuvanten Setting
e \erfligbares Tumormaterial flir Mutationstestungen

Wichtigste Ausschlusskriterien:

* Allgemein: Symptomatische, unbehandelte oder progrediente ZNS-Metastasen,

* aktives Zweitmalignom, (aufler BCC, cSCC, in situ Tumore, kurativ behandelte Tumor ohne Rezidiv in den letzten 2 Jahren)
* In den Cobimetinib-Armen: Retinopathien

* Im Atezolizumab-Arm: Immunsuppressiva >10mg Prednisolon (< 2 Wochen vor Therapiebeginn)

Erginzende Informationen sind unter ClinicalTrials.gov verfiuigbar: https://ClinicalTrials.gov

© Block/Bohlke Version 12.0 Entitaten

Ansprechpartner Telefon email
Prof. Dr. med. Christoffer Gebhardt 040-7410 53263 ch.gebhardt@uke.de
Thomas Haalck 040-7410 52848 t.haalck@uke.de
Dr. Lina Hildebrandt l.hildebrandt@uke.de
Studienteam 0152-22800599 studien-htz@uke.de
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AGENUS C-800-23
UK

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

HAMBURG Ein Kempetenznetzwerk des UKE
Eine multizentrische offene Phase Il Studie Gber Botensilimab bei fortgeschrittenem Checkpointinhibitor
refraktdrem Melanom

Wichtigste Einschlusskriterien:

» Kohorte A: Progress unter PD-1 Monotherapie (metastasiert <12 Wochen, adjuvant <24 Wochen)
e Kohorte B: Progress unter Ipilimumab + Nivolumab

e Verfligbares Tumormaterial

* ECOG 0-1

Wichtigste Ausschlusskriterien:

e Okulares, uveales oder mukosales Melanom

e Grad 3 Toxizitaten unter vorheriger ICl (ausser Endokrinopathien oder nicht-bulléser Rash)
e aktive Hirnfiliae (stabile, behandelte, oder nicht behandlungsbediirftige erlaubt)

e aktive Zweitmalignome in den letzten 2 Jahren

Ergdnzende Informationen sind unter ClinicalTrials.gov verfiuigbar: https://ClinicalTrials.gov

Ansprechpartner Telefon email
Prof. Dr. med. Christoffer Gebhardt 040-7410 53263 ch.gebhardt@uke.de
Thomas Haalck 040-7410 52848 t.haalck@uke.de
Dr. Lina Hildebrandt l.hildebrandt@uke.de
Studienteam 0152-22800599 studien-htz@uke.de
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IMCgp100-203/ TEBE-AM

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

)¢

HAMBURG

Ein Kempetenznetzwerk des UKE

Eine Phase 2/3 randomisierte Studie mit Tebentafusp Monotherapie und in Kombination mit Pembrolizumab gegen Investigator’s Choice in HLAA* 02:01-positiven
Patienten mit vorbehandeltem fortgeschrittenen Melanom

Wichtigste Einschlusskriterien:
e Stadium IlI-1V nicht okuldares Melanom mit Progress unter bzw. max. 6 Monate nach PD-1 Therapie
e verfligbares Tumormaterial (max. 5 Jahre alt)

Wichtigste Ausschlusskriterien:

e Zweitmalignome, auller kurativ behandelte ohne Rezidiv in in den letzten 2 Jahren (aulSer BCC, cSCC, in situ Tumore)
e Immunsupressiva (< 2 Woche vor Therapiebeginn), aktive Autoimmunerkrankungen in den letzten 5 Jahren

e fehlende Vorbehandlung mit Ipilimumab und bei BRAF Mutation fehlende Vorbehandlung mit BRAFi/MEKi

e Absetzen PD-1 zuvor aufgrund von Nebenwirkungen

e unbehandelte oder instabile Hirnfiliae

Erganzende Informationen sind unter ClinicalTrials.gov verfiigbar: https://ClinicalTrials.gov

Ansprechpartner Telefon email
Prof. Dr. med. Christoffer Gebhardt 040-7410 53263 ch.gebhardt@uke.de
Thomas Haalck 040-7410 52848 t.haalck@uke.de
Dr. Lina Hildebrandt l.hildebrandt@uke.de
Studienteam 0152-22800599 studien-htz@uke.de
20
Entitaten

© Block/Bohlke Version 10.1


https://clinicaltrials.gov/study/NCT05549297?term=tebe-am&rank=1
mailto:ch.gebhardt@uke.de
mailto:t.haalck@uke.de
mailto:l.hildebrandt@uke.de
mailto:studien-htz@uke.de

Pfizer Portside C4221023
UK

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

Ein Kompetenznetzwerk des UKE
HAMBURG ’

Eine randomiserte, offene Phase Il Studie Giber Encorafenib und Binimetinib plus Pembrolizumab gegeniber Ipilimumab und Nivolumab bei Patienten mit BRAF V600E/K
mutiertem Melanom mit Progress unter oder nach PD-1 Monotherapie

Wichtigste Einschlusskriterien:

¢ nicht resektables Stadium IIIB-IV kutanes Melanom

* BRAF V600E/K, ECOG 0/1

e PD-1 resistente Erkrankung (primar oder sekundar). Progress unter oder nach PD-1 Therapie (12 Wochen bei Adjuvanz, 6 Monate
bei fortgeschrittener Erkrankung)

Wichtigste Ausschlusskriterien:

e Uvea- und Schleimhautmelanom

e aktive Hirnfiliae

e Vortherapie mit Ipilimumab (allein oder Kombi) oder BRAFi/MEKI oder Kontraindikationen dafir
e aktives Zweitmalignom in den letzten 3 Jahren (aulRer BCC, cSCC, in situ Tumore)

e Immunsupressiva (< 1 Woche vor Therapiebeginn), Autoimmunerkrankungen

Erginzende Informationen sind unter ClinicalTrials.gov verfiigbar: https://ClinicalTrials.gov

Ansprechpartner Telefon email
Prof. Dr. med. Christoffer Gebhardt 040-7410 53263 ch.gebhardt@uke.de
Thomas Haalck 040-7410 52848 t.haalck@uke.de
Dr. Lina Hildebrandt l.hildebrandt@uke.de
Studienteam 0152-22800599 studien-htz@uke.de
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MK-3475-630 / KEYNOTE-630
UK

I Hubertus Wald Tumorzentrum
Universitéres Cancer Center Hamburg

HAMBURG Ein Kempetenznetzwerk des UKE
Phase Ill randomisierte, doppelblinde, placeobokontrollierte Studie zur Evaluierung von Pembrolizumab versus Placebo als adjuvante Therapie nach Operation und
Radiatio bei Patienten mit high risk lokal fortgeschrittenem kutanen Plattenepithelkarzinom.

Wichtigste Einschlusskriterien:

e vorherige makroskopisch komplette operative Entfernung und adjuvante Radiatio
e archiviertes Tumormaterial fiir PD-L1 Testung

e ECOG 0/1

Wichtigste Ausschlusskriterien:
e aktive Zweitmalignome in den letzten 2 Jahren, aktive Al-Erkrankungen in den letzten 2 Jahren, Z.n. Organtransplantation

Ergdnzende Informationen sind unter ClinicalTrials.gov verfiigbar: https://ClinicalTrials.gov

Ansprechpartner Telefon email
Prof. Dr. med. Christoffer Gebhardt 040-7410 53263 ch.gebhardt@uke.de
Thomas Haalck 040-7410 52848 t.haalck@uke.de
Dr. Lina Hildebrandt l.hildebrandt@uke.de
Studienteam 0152-22800599 studien-htz@uke.de
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CAMBRIA-1

l /
m A Phase 3 Randomised Study, Open-Label Therapy with Camizestrant
versus Standard Endocrine Therapy in ER+/HER2- BC

Study Design Schematic™

Einschlusskriterien (Auswahl)

Eligible Patients * Friiher ER+/HER2- Brustkrebs ohne klinische Hinweise fiir eine
Metastasierung

* Pré-, peri-, and postmenopausale Frauen und Minner

* Ad3quate operative und systemische Vortherapie mit oder ohne
Chemotherapie bzw. Bestrahlung

* 7. n. 2 -5 lahren adjuvanter endokriner Therapie

Randomisation * Patienten unter einer CDK 4/6 Inhibitor Therapie miissen diese
11 rundchst abschlieBen

» Mittleres bis hohes Riickfallrisiko gemaR Definitionen im Protokoll

Ausschlusskriterien | (Auswahl)

| }

= Patienten mit lokal fortgeschrittenen bzw. metastasierten Brustkrebs
Arm A Arm B
Continue the standard ET (AT or tamoxifen = LHRH agonist[s]%) Camizestrant 75 mg/daily (= LHRH agonist[s]*) = Patienten mit pCR nach necadjuvanter Chemotherapie
s Mehr als 5 Jahre seit der ersten Dosis der adjuvanten endokrinen Therapie
Om siudy treatment period: 5 years = Jede gleichzeitige Krebsbehandlung, die nicht im Prifplan aufgefiihrt ist
[Bisphosphonate und Denosumab sind erlaubt)
IBCES = GroBerer chirurgischer Eingriff oder traumatische Verletzung innerhalb 2

(per STEEP 2.0 eriteria) Wochen vor Randomisierung

= Schwangerschaft und Stillen

Weiterfilhrende Informationen unter: https://clinicaltrials.gov/study/NCT05774951

Rekrutierung: Beginn: March 2023 Ende: 2025 Patientenzahl: 4300
Ansprechpartner:
Pl. Elke Hennes Telefonnummer 040/3571777-50 hennes@onkologie-hamburg.de

Sl: Jan Wierecky Telefonnummer 040/3571777-50 lwierecky@gmx.de
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ACO/ARO/AIO-18.2

A randomized phase lll, Preoperative FOLFOX versus postoperative
risk-adapted chemotherapy in patients with LARC

INCLUSION CRITERIA

lV

HAMBURG

Study Design Schematic™

1. Male and female patients® with histologically confirmed diagnosis of rectal
adenocarcinoma localised 0 — 16 cm from the anocutaneous line as measured

ACQO/ARO/AIO-18/2 randomized phase 1l trial by rigid rectoscopy (i.e. lower, middie and upper third of the rectum), depending

on MRI-defined inclusion critena (see below)
h 4-6 weeks

2. Staging requirements’ High
pelvis is the mandatory local

solution magnetic resonance imaging (MRI) of the

ing procedure

3. Transrectal endoscopic ultrasound (EUS) is mandatory and used to help

discriminate between T1/2 and early T3 tumors

4. MRI-defined inclusion critena:

o Lower third (0-6 cm). ¢T1/2 with clear cN+ based on MRI-critena (see
SOP in chapter 12.3 of the appendix), provided CRM- and EMVI-"™*
(defined as MRI-EMVI score 0-3; see SOP in chapter 12 of the
appendix)

<AmM@AacCw

Middle third (2 6-12 cm): T 1/2 with clear cN+ provided CRM- and EMVI

[3 pT1-3 NO: No treatment ¢T3 with maximum infiltration of 10mm in the perirectal fat, provided no
-1 evidence that tumor is adjacent to (defined as within 2 mm of) the
U /” mesorectal fascia on MRI (i.e. CRM > 2 mm), NO or N1, EMVI-**
R -~ o Upper third (2 12-16 cm). ¢T1/2 with clear cN+, imespective of CRM and
G 4-8 weeks Risk adapted EMVI; any cT3-4 imespective of nodal status, CRM and EMVI
B E chemotherapy |———= pT4N0:Capecitabinorinf. 5-FU 6 months 5. Spiral-CT of the abdomen and chest to exclude distant metastases
R EXCLUSION CRITERIA
Y T pT1-3N1: XELOX or FOLFOX 3 months 1. Distant metastases (to be excluded by CT scan of the thorax and abdomen)
(Capecitabin or inf. 65-FU in patients aged 704) 2. Prior antineoplastic therapy for rectal cancer
f Folinicacid400 mg/m’ 2h L.v. D1, repeated D 15 PT40rN2: XELOX or FOLFOX 6 months 3. Prior radiotherapy of the pelvic region
I Oxaliplatin 85 mg/m? 2-6hi.v. D1, repeated D 15 (Capecitabin or inf. 5-FU in patients aged 70+) 4. Major surgery within the last 4 weeks prior to inclusion
(] 5.FU 2,400 mg‘m’ 46-48h i.v. D1 repeated D15 5. Subject pregnant or breast feeding, or planning to become pregnant within 6
y ' months after the end of treatment
4 cyeles XELOX may be administered instead fo FOLFOX g
6. Subject (male or female) is not willing to use highly effective*** methods of
contraception during treatment and for 6 months (male or female) after the end
of treatment Male patients treated with Oxaliplatin should take legal advice
concerming sperm conservation before start of therapy and should additionally
. . R . R . . use a condom duning treatment penod. Their female partner of childbeanng
Figure: Treatment overview. Neoadjuvant freatment in the experimental arm A; risk adapted chemotherapy in standard arm B. potential should also use an appropriate contraceptive measure

Weiterfihrende Informationen unter: https://clinicaltrials.gov/study/NCT04495088

Rekrutierung: Beginn: Q4 2020 Ende: Q4 2026 Patientenzahl: 550

Ansprechpartner:

Ansprechpartner:

Pl. Jan Wierecky Telefonnummer 040/3571777-50 wierecky@gmx.de

Sl: Julia Mann Telefonnummer 040/3571777-50 mann@onkoloie-hamburg.de
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