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Editorial

Aktualitaten 2009
Von Prof. Richard Herrmann | Prasident SAKK

Dieser Jahresbericht gibt Rechenschaft Gber die Aktivitaten
der SAKK im Verlauf des Jahres 2009. Die beschriebenen
Leistungen sind wiederum beeindruckend. Besonders
mochte ich hervorheben, dass neben den eigentlichen Auf-
gaben der SAKK viel erreicht wurde, was die Funktionalitat
einer solchen Organisation verbessert. Die SAKK hat sich
personell verstarkt, vor allem, um die vielfdltigen Aussen-
beziehungen zu professionalisieren. Sie hat aber auch die
internen Abldufe durch weitere Reglemente transparenter
gemacht. Diese Entwicklungen tragen dazu bei, dass die
SAKK in der Schweiz aber auch im europaischen Ausland
als kompetente Organisation zur Durchfiihrung klinischer
Forschung anerkannt ist. Es bleibt allerdings keine Zeit
zu verharren und die Errungenschaften auch mit einigem
Stolz zu betrachten. Herausforderungen fur unsere Arbeit
bestehen weiterhin in verschiedenen Gebieten.

Mit den Behorden (Swissmedic, BAG) und den Ethikkom-
missionen wiinschen wir uns eine vertrauensvolle Zusam-
menarbeit basierend auf den durch Gesetze und Verord-
nungen geregelten Aufgaben. Wir erwarten aber auch,
dass diese Organisationen unsere Arbeit unterstiitzen und
dazu beitragen, dass die klinische Forschung in der Schweiz,
wie dies gesetzlich festgelegt ist, geférdert und nicht be-
hindert wird. Zu hdufig befinden wir uns in der Bittsteller-
position und vermissen den Blick auf das Ziel, namlich zur
besseren Behandlung von Krebserkrankten beizutragen.
Aus meiner Sicht braucht es hier klare Positionen, die auch
in der Offentlichkeit vertreten werden, und es braucht
Koalitionen mit anderen Akteuren der klinischen Forschung
in der Schweiz.



Von anderer Natur sind die Herausforderungen in der
Konzeption neuer Studien. Die Ergebnisse der molekular-
biologischen Forschung beeinflussen jetzt mehr und mehr
unseren Klinikalltag. Es gibt nicht mehr das Mammakar-
zinom oder das Bronchialkarzinom. Subklassifizierungen
fuhren zu differenzierten Therapiestrategien. Fur die klini-
sche Forschung bedeutet dies aber, dass wir bei vielen
Erkrankungen in einer Studie eben nur eine Subentitat
studieren. Dort werden wir dann entsprechend weniger
Patienten rekrutieren kénnen. Dadurch missen wir mehr
Studien aktivieren, um die gewiinschten Patientenzahlen
pro Jahr zu erreichen. Diese Entwicklung zwingt uns
geradezu die internationalen Kooperationen zu erweitern,
weil wir bei vielen Indikationen alleine in der Schweiz nicht
mehr erfolgreich sein kénnen. Ausserdem mussen wir
dariber nachdenken, auf welchen anderen Feldern der
Onkologie sich Forschungsmdglichkeiten ergeben. Die
Studie 41/06 zur Frage der Erhaltungstherapie mit Bevaci-
zumab beim kolorektalen Karzinom ist ein Beispiel. Weitere
Fragestellungen ergeben sich bei diagnostischen Mass-
nahmen z.B. in der Nachsorge aber auch in der Radio-
onkologie und operativen Behandlungen. Erfreulicherweise
haben wir aber viele Kolleginnen und Kollegen, die Kom-
petenz und Begeisterung fur diese Arbeit mitbringen und
auch den Mut haben, schwierigen Herausforderungen zu
begegnen.

Das Koordinationszentrum der SAKK in Bern hat sich in den
letzten Jahren zu einem Kompetenzzentrum entwickelt fur
die nationale und internationale Organisation klinischer
Studien. Ich erlebe, mit welchem Engagement sich die Mit-
arbeiterinnen und Mitarbeiter ihrer Arbeit verschrieben
haben und auch, wie sich die Interaktionen zwischen
Koordinationszentrum und SAKK Mitgliedern in den
Spitalern positiv entwickelt haben. Allen Beteiligten mochte
ich an dieser Stelle fur ihre wertvolle Arbeit danken, ganz
besonders aber dem SAKK Direktor Dr. Peter Brauchli und
seinem Leitungsteam.

Die Arbeit der ganzen SAKK wére nicht moglich ohne fi-
nanzielle Unterstitzung, wobei diejenige des Bundes Uber
das Staatssekretariat fir Bildung und Forschung (SBF) den
grossten Teil ausmacht. Weitere Mittel erhalten wir durch
Kooperationen mit der Industrie, von der Krebsliga Schweiz,
von der Krebsforschung Schweiz, der Schweizerischen
Stiftung fur Klinische Krebsforschung (SSKK) und von pri-
vaten Spenden. Fir alle diese Unterstlitzungen sind wir
sehr dankbar.
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41 Schweizerische Arbeitsgemeinschaft

fir Klinische Krebsforschung SAKK

Aktivitaten am Koordinationszentrum
Von Dr. Peter Brauchli | Direktor SAKK

Wer wir sind

Die Schweizerische Arbeitsgemeinschaft fur Klinische
Krebsforschung (SAKK) ist eine schweizweit etablierte
kooperative Gruppe mit der Mission, bestehende Krebs-
behandlungen weiter zu entwickeln und die Wirksamkeit
und Vertraglichkeit neuer Therapien zu untersuchen. Die
Ergebnisse sollen den Patientinnen und Patienten sobald
als moglich zugute kommen. Vom Staatssekretariat fur
Bildung und Forschung (SBF) hat die SAKK zusammen
mit der Schweizerischen Padiatrischen Onkologie Gruppe
(SPOG) den Auftrag, klinische Forschung in der Onkologie
durchzufiihren. Das SAKK Koordinationszentrum unter-
stutzt die Forschenden in der Entwicklung, Durchfiihrung
und Auswertung von onkologischen Studien, wobei alle
Modalitaten wie Chirurgie, Radiotherapie und systemische
Therapien untersucht werden. Dank dieser Unterstitzung
ist es den funf Universitatsspitdlern sowie 12 weiteren
Spitalern maoglich, als Mitglieder der SAKK akademische
klinische Forschung zu betreiben.

2009 haben wir wichtige Fortschritte gemacht, die es uns
erlauben, effizienter zu arbeiten und unsere Ziele zu er-
reichen.

Organisationsreglement fiir den Vorstand

Das Organisationsreglement wurde von der Mitgliederver-
sammlung im Juni genehmigt und vom SBF zustimmend
zur Kenntnis genommen. Der SAKK-Vorstand arbeitet unter
Berilcksichtigung der NPO-Corporate Governance-Prinzi-
pien und tragt die Verantwortung fur die Studienauswabhl
gemass international anerkannten Kriterien. In diesem
Reglement ist klar festgehalten aufgrund welcher Kriterien
und Unterlagen der Vorstand Uber einen Studienvorschlag
entscheidet. Das Offenlegen von Interessenskonflikten
wird selbstverstandlich. Zudem ist darin das zwei-stufige
Prinzip der initialen und finalen Prufung von Studienvor-
schlagen verpflichtend festgehalten.

Projektgruppenreglement

Dieses Reglement wurde im November von der Mitglieder-
versammlung verabschiedet. Es regelt die Kriterien der
Mitgliedschaft in den Projektgruppen und konkretisiert das
Antragsrecht fur Studienvorschldge der Projektgruppen
zuhanden des Vorstands. Zudem schreibt es die Teilnahme
eines internationalen Experten an den Sitzungen der Projekt-
gruppen vor.

Die beiden Reglemente sind entscheidende Bestandteile
fur eine effiziente Zusammenarbeit zwischen den Projekt-
gruppen und dem Vorstand. Damit werden die Unabhan-
gigkeit der Gremien garantiert, transparente Ablaufe ein-
gehalten und durch einen iterativen Prozess ausgereifte
Studienprojekte entwickelt.

Damit diese Abldufe optimal funktionieren, ist die Unter-
stitzung des Koordinationszentrums unentbehrlich. Die
Abteilung Studienkoordination wurde weiterentwickelt,
um in Zukunft Projekte effizienter voran zu bringen. Zudem
wurde das jeweils projektspezifische Proposal Review
Committee ins Leben gerufen, welches den Prozess der
Prifung von Studienprojekten von einem frihen Zeitpunkt
an begleitet.



Strategie

Der wissenschaftliche Beirat der SAKK besteht aus sechs
unabhangigen ausldndischen Experten. Im Februar 2009
haben sich der Beirat, der SAKK-Vorstand, die SAKK
Projektgruppen-Prasidenten und Vertreter des SAKK-Koor-
dinationszentrums zum zweiten Mal getroffen, um die
Strategie und Position der SAKK zu erértern. An der
Retraite im Oktober 2009 wurden diese Empfehlungen
vom SAKK Vorstand weiterentwickelt und die langfristigen
Ziele festgelegt.

Erklartes Ziel ist es, mehr Patienten in Studien einzu-
schliessen und vermehrt auch eine fihrende Rolle bei der
Durchfiihrung von internationalen Studien einzunehmen.
Ausserdem legten die Vorstandsmitglieder Prioritaten,
Ziele und Anforderungen fur die SAKK-Projektgruppen
fest.

An der Retraite wurde weiter besprochen, dass Prufarzte
ermutigt werden sollen, vermehrt Phase-IlI-Studien in den
wichtigsten Indikationen durchzufiihren und Uberlegun-
gen zu Ubergreifender Forschung (translational research),
Ergebnisforschung (outcomes research), zum Nutzen-
Kosten Verhdltnis sowie zu Lebensqualitat und Nach-
behandlung miteinzubeziehen.

Um der steigenden Produktivitat unseres Netzwerks ge-
recht zu werden, mussen aber vermehrt Schwerpunkte
gesetzt werden.

Der Vorstand Ubernahm einige Anregungen des wissen-
schaftlichen Beirats und hielt die folgenden Punkte als Ziele
fur die nachsten Jahre fest:

— Einrichten von Tumor-Boards an den Mitgliedszentren;

— Schaffung von Rahmenbedingungen und Anreizen,
damit auch private Onkologen an SAKK Studien teil-
nehmen;

— Ausdehnung der Studienaktivitat auf weitere Krebs-
arten wie z.B. Tumore im Kopf und Halsbereich, des
zentralen Nervensystems, gynakologische Krebserkran-
kungen, Pankreaskrebs, Sarkome und Melanome;

— Spezialisierung auf sehr seltene Erkrankungen;

— Forderung und Ausweitung der Zusammenarbeit mit
Santésuisse;

— Verbesserung der internationalen Zusammenarbeit mit
kleinen Landern (Nordische, Niederlandische, Belgische,
Osterreichische, Polnische, Ungarische Zentren respek-
tive Gruppen)

— Erreichen eines vereinfachten Bewilligungsverfahrens
durch die Ethikkommissionen und Swissmedic;

— Unterstttzung fur kleinere Zentren durch einen «flying
data manager».

An der Halbjahresversammlung im November wurden
an einem Meeting zwischen Vorstand, Projektgruppen-
Prasidenten und Koordinationszentrum die Anforderungen
an die Projektgruppen und die strategischen Richtlinien
weitergegeben. Als nachstes fliessen diese Ideen nun in
den Antrag um Bundesunterstitzung fir die nachste Vier-
Jahres-Periode zuhanden des SBF ein.

Studientatigkeit

Die SAKK hat letztes Jahr 831 Patienten in 41 klinische
Studien eingeschlossen. Dies ist die héchste in diesem Jahr-
zehnt erreichte Zahl. Davon wurden 481 Patienten in
eigenen Studien rekrutiert. Insgesamt wurden vom
Vorstand 11 SAKK Studien akzeptiert. Die SAKK hat 2009
16 neue Studien entwickelt, sechs davon wurden bereits
aktiviert. Letztes Jahr wurden 15 Manuskripte veroffent-
licht, an denen die SAKK entweder federfiihrend oder
massgeblich beteiligt war.

Der Einschluss von Patienten war in den meisten Studien
sehr erfreulich. Eine spezielle Herausforderung sind aber
mittlerweile die rasch rekrutierenden Phase Il Studien. Die
Erfahrung zeigt, dass viele Phase Il Studien deutlich rascher
rekrutieren als geplant. Viele Zentren haben ein sehr
grosses Interesse, an diesen Studien teilzunehmen. Ein
derart rascher Einschluss von Patienten steht allerdings
im Konflikt mit der oftmals geplanten Interimsanalyse.
Zudem bleibt Zentren, die eine Studie relativ spat eréffnen,
nur wenig Zeit fur den Einschluss von Patienten.

Im Jahr 2009 wurde die erste Studie, bei der die Daten
vollstandig Uber unser Electronic Data Capturing-System
SINATRAS erfasst werden, aktiviert. Dieses Datenerfas-
sungssystem wird standig weiterentwickelt und reduziert
den Arbeitsaufwand bei Nachfragen im Koordinationszen-
trum und in den Zentren erheblich.
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Schweizerische Arbeitsgemeinschaft fur Klinische Krebsforschung SAKK

Die Einreichung der Studie SAKK 08/08 erfolgte nach dem
neuen Konzept der Leitethikkommission, das dieses Jahr
von der Arbeitsgemeinschaft der Ethikkommissionen
(AGEK) initiiert wurde. Bis Ende 2010 wird die SAKK
weitere Erfahrungen mit diesem Konzept sammeln.

Weiterbildungsveranstaltungen

Die SAKK fihrte 2009 eine Weiterbildung fur Prufarzte
durch und organisierte gemeinsam mit der Clinical Trial
Unit (CTU) Bern eine zusatzliche Fortbildung far Prifarzte.
Ausserdem fiuhrte die Statistikabteilung der SAKK zusam-
men mit dem Institut fUr Biostatistik der Universitat Zurich
ein SAKK Symposium mit dem Titel «Stopping trials early
— good for patients or for sponsors?» durch. Alle Veran-
staltungen stiessen auf reges Interesse und wurden von
den verschiedenen Berufsgruppen gut besucht.

Kooperationen

Im sich rasch wandelnden Feld der klinischen Forschung in
der Schweiz ist es fur die SAKK unerlasslich, sich klar zu
positionieren und ihre Interessen zu vertreten. Es wird
daher vermehrt die Zusammenarbeit mit anderen Gruppen
gesucht, um auch auf politischer Ebene unsere Anliegen
vorzubringen und die klinische Forschung einer breiteren
Offentlichkeit naherzubringen.

Mit Vertretern der Swiss Clincal Trial Organisation (SCTO)
fand ein erstes Arbeitstreffen statt. Darin wurde festge-
halten, dass die bereits laufende operative Zusammen-
arbeit weitergeftihrt und, wo sinnvoll, ausgebaut werden
soll.

Oncosuisse

Im Sommer 2009 wurde die Oncosuisse in eine einfache
Gesellschaft umgewandelt, die sich nun noch starker auf
die strategisch-politischen Anliegen im Bereich der Krebs-
bekampfung konzentriert. Finanziert wird die Oncosuisse
durch Mitgliederbeitrage der vier Gesellschafter Krebsfor-
schung Schweiz, Krebsliga Schweiz, SAKK sowie SPOG.
Prasidiert wird die Oncosuisse vom Prasidenten der SAKK,
Prof. Richard Herrmann, die Geschéaftsfiihrung liegt beim
Direktor der SAKK, Dr. Peter Brauchli. Dank dieser Personal-
union lassen sich Synergien schaffen.

Das zentrale Projekt der Oncosuisse ist die Ausgestaltung
des neuen Nationalen Krebsprogramms (NKP) 2011-2015.
Das NKP ist ein gesamtschweizerisches, koordinierendes
politisches Instrument mit dem Ziel, die Erforschung, Ver-
hitung, Friherkennung und Behandlung von Krebs sowie
die Bewadltigung von Krankheitsfolgen zu verbessern. Bei
dieser Neuauflage arbeitet die SAKK aktiv mit und ist fur
die Ausarbeitung der Kapitel Forschung und Therapie ver-
antwortlich.

Koordinationszentrum

Das Jahr war gekennzeichnet von temporaren Vakanzen in
Leitungsfunktionen (Austritte und Mutterschaftsurlaube)
sowie in Anbetracht der Anzahl Projekte generell zu wenig
personellen Ressourcen und Kompetenzen.

Im SAKK Koordinationszentrum wurde die Abteilung
Studienkoordination umstrukturiert und in vier Teams
aufgeteilt. Neu heisst die Abteilung «Clinical Trial Manage-
ment (CTM)» und wird von Ursula Kiihnel geleitet. Diese
Massnahme hat die Abldufe vereinfacht und Verantwort-
lichkeiten sind klarer zugewiesen.

Um die wachsende Menge an zu entwickelnden Studien
und die damit zusammenhangende Arbeit zu bewaltigen,
wurde die Anzahl der von der SAKK festangestellten
Mitarbeitenden auf Ende 2009 um neun Personen (4075
Stellenprozente) erhoht. Vor allem fur das Haupttatigkeits-
feld (Studienentwicklung und -durchfihrung) wurde
zusatzliches Personal bendtigt. Die Leitung des Teams
Monitoring liegt neu bei Dr. Céline Genton. Fir die Studien-
koordination konnten ausserdem zwei neue Teamleiter-
innen, Dr. Simona Berardi und Anja Grzesiczek, mit Erfah-
rung im Bereich klinische Forschung, gewonnen werden.



Neben der Abteilung CTM wurde auch die Abteilung
Informatik ausgebaut. Dr. Peter Durrer hat seine Tatigkeit
als Leiter QA & GCP Compliance im November 2009 auf-
genommen; er ersetzt Doris Lanz. Um dem Bedarf nach
grosseren Buroraumlichkeiten nachzukommen, haben die
Abteilungen Informatik, Partner Relations und Regulatory
Affairs neue Buros im dazugemieteten Haus an der Effin-
gerstrasse 60 bezogen.

Unter den nicht immer einfachen Bedingungen war der
Einsatz aller Mitarbeitenden des Koordinationszentrums
grossartig. Fur den unermudlichen Einsatz fur die Ziele der
SAKK bedanke ich mich ganz herzlich bei den Abteilungs-
leitetenden und ihren Teams.
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Schweizerische Arbeitsgemeinschaft fur Klinische Krebsforschung SAKK

Vorstand

Prasident Vize-Prasident Prof. Daniel Betticher Prof. Stephan Bodis
Prof. Richard Herrmann Prof. Beat Thurlimann Kantonsspital Freiburg Kantonsspital Aarau
Universitatsspital Basel Kantonsspital St.Gallen

PD Dr. Yves Chalandon Prof. Martin Fey Prof. Michele Ghielmini Prof. Holger Moch
Hopital Universitaire Inselspital Bern Ospedale Regionale Universitatsspital Zurich
de Genéve Lugano

N/ |
Prof. Christoph Renner PD Dr. Arnaud Roth Dr. Roger von Moos Prof. Walter Richard Marti
Universitatsspital Zurich Hopital Cantonal Kantonsspital Chur Universitatsspital Basel

Universitaire Geneve



Organigram Swiss Group for Clinical Cancer Research (SAKK)

General Assembly

Aargau Basel Bern Budapest
Biel Fribourg Genéve Freiburg i.B.
Graubtinden St. Gallen Hirslanden Strasbourg
Thun Ticino Valais

Vaud Winterthur Zentralschweiz

Ziirich Triemli Ziirich USZ

Scientific Advisory Board

Working Groups Project Groups Sections
Central Nervous System Tumors Breast Cancer Clinical Research Coordinators
Head and Neck Cancer Gastrointestinal Cancer Network for CPTC
Melanoma Leukemia Network for Outcomes Research
Sarcoma Lung Cancer Pathology
Symptom Control and Lymphoma Radio-Oncology
Palliative Cancer Care New Anticancer Drugs Surgery
Urogenital Tumors Trial Nurses

SAKK Coordinating Center

Administration Partner Relations Quality Assurance and Information Technology
Finances and Human Resources GCP Compliance

Statistics Clinical Trial Management Regulatory Affairs
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Schweizerische Arbeitsgemeinschaft fur Klinische Krebsforschung SAKK

SAKK Fihrungskrafte, Ehrungen,
Beforderungen, Ernennungen

Chefarzt

Prof. Dr. Walter R. Marti, Chefarzt fir Chirurgie,
Kantonsspital Aarau

Leitende Arzte

PD Dr. Christoph Mamot, Leitender Arzt

far Onkologie, Kantonsspital Aarau

PD Dr. Ulrich Mey, Leitender Arzt fur Onkologie,
Kantonsspital Chur

Prof. Dr.Bernhard Pestalozzi, Leitender Arzt,

Klinik und Poliklinik fr Onkologie, Universitatsspital
Zirich

Privatdozent

PD Dr. Frank Stenner-Liewen, Oberarzt Klinik und
Polikinik fir Onkologie, Universitatsspital Zrich
PD Dr. Florian Strasser, Oberarzt Onkologie und
Palliativmedizin, Kantonsspital St. Gallen

Professur

Prof. Dr. Thomas Pabst, Leitender Arzt Institut

far Medizinische Onkologie, Inselspital Bern

Prof. Dr. Markus Manz, Direktor Klinik fur
Hamatologie, Universitatsspital Zirich

Prof. Dr. Cristiana Sessa, 10SI, Ospedale San Giovanni
(Titularprofessur)

Ernennungen

Prof. Dr. Donal Hollywood, Head Academic Unit of
Clinical and Molecular Oncology, Trinity College
Dublin: Mitglied SAKK Advisory Board (Nachfolger
Prof. Dr. Michael Baumann)

Prof. Dr. Christoph Renner, Leitender Arzt Klinik und
Poliklinik fur Onkologie, Universitatsspital Zurich:
Bereichsleiter Innere Medizin

Prof. Dr.Beat Thirlimann, Chefarzt Brustzentrum,
Kantonsspital St. Gallen: SAKK Prasident ab

1.Juli 2010

PD Dr. Emanuele Zucca, 10SI, Ospedale San Giovanni:
Prasident SAKK Projektgruppe Lymphoma (Nachfolger
von PD Dr. Nicolas Ketterer)

Preisverleihungen

Prof. Dr. Alois Gratwohl, Leiter Hdmatologie,
Universitatsspital Basel: Krebspreis der Krebsliga
Schweiz

PD Dr. Ulrich Guller, Assistant Professor, Universitat
Basel: Pfizer Forschungspreis Onkologie 2009

PD Dr. Viviane Hess, Klinik fir Onkologie, Universitats-
spital Basel: Pfizer Forschungspreis Onkologie 2009
und Marie-Heim-Vogtlin Preis des SNF

PD Dr.Igor Langer, Chefarzt fir Chirurgie,
Kantonsspital Bruderholz: Pfizer Forschungspreis
Onkologie 2009

Prof. Dr. Adrian Ochsenbein, Leitender Arzt Klinik

far Medizinische Onkologie, Inselspital Bern: Amgen
Research Grant 2009

PD Dr. Alfred Zippelius, Klinik far Onkologie, Universi-
tatsspital Basel: SNF Forderungsprofessur



SAKK Halbjahresversammlungen 2009 l

Halbjahresversammlung Juni Zudem wahlten die Mitglieder Prof. Donal Hollywood,
Am 18.Juni 2009 fand die Sommer-Halbjahresversamm- Onkologe am Trinity College in Dublin, Irland, einstimmig
lung der SAKK in Bern statt. Uber 200 Onkologiespezialis- als neues Mitglied des wissenschaftlichen Beirats der SAKK.
ten, Vertreter von Pharmaunternehmen und Mitarbeitende Er ersetzt Prof. Michael Baumann von der Technischen
des SAKK-Koordinationszentrums nahmen an dem Treffen Universitat in Dresden.

im Tagungszentrum Blumenberg teil. An gut besuchten
Sitzungen diskutierten und erlduterten Mitglieder von Pro-
jektgruppen, Arbeitsgruppen und Sektionen der SAKK
laufende und geplante Studien in ihrem jeweiligen For-
schungsgebiet.

Im Rahmen der SAKK-Mitgliederversammlung genehmig-
ten die Teilnehmer die Jahresrechnung der SAKK, erteilten
den Vorstandsmitgliedern die Décharge und nahmen das
neue Organisationsreglement an, welches die Struktur und
Prozesse innerhalb des Vorstands regelt. Unter anderem
wurde festgelegt, dass im Sinne einer verbesserten Trans-
parenz kinftig sowohl Vorstandsmitglieder wie auch
Studienleiter ihre potentiellen Interessenskonflikte offen
legen missen.

Donal Hollywood




Prof. Dr. Richard Herrmann, SAKK-Prasident; Prof. Dr. Adrian Ochsenbein,

Dr. Jan-Henrik Terwey, Amgen

Halbjahresversammlung November

Am 26. und 27. November 2009 fand im Congress Center
in Basel die zweitagige Winter-Halbjahresversammlung der
SAKK statt. Die Sessionen der verschiedenen SAKK-For-
schungsgruppen wurden durch das SAKK-Symposium so-
wie das von den Firmen PharmaMar und Mundipharma
unterstitzte Satellitensymposium erganzt.

Wahrend des SAKK-Symposiums gaben Dr. Adrian Wicki
und PD Dr. Christoph Mamot, die Preistrdger des 2007
SAKK/Amgen Research Grant, einen Ruckblick tber ihre
preisgekrénte Arbeit im Gebiet der Immunoliposomen. Im
Anschluss wurde Prof. Adrian Ochsenbein vom Inselspital
Bern fir seine Forschung im Bereich Krebsstammzellen und
Immuntherapie der mit CHF 50 000 dotierte 2009 SAKK/
Amgen Research Grant verliehen.

Nach der Ehrung Ochsenbeins prasentierten Dr. Silvia Ess
vom Krebsregister St. Gallen und Prof. Beat Thurlimann vom
Kantonsspital St. Gallen die Resultate der Studie «Patterns
of care of breast cancer in Switzerland», welche 2009 mit
ihren zum Teil kontroversen Aussagen zur Krebsversorgung
und -behandlung in der Schweiz hohe Wellen geworfen
hatte.

Schliesslich wahlte die Mitgliederversammlung einstimmig
Prof. Beat Thurlimann vom Kantonsspital St. Gallen zum
Nachfolger von SAKK-Prasident Prof. Richard Herrmann,
der nach Ablauf seiner zweiten und somit letztmdéglichen
Amtsperiode im Juni 2010 zurlcktritt.

Prof. Dr. Beat Thurlimann

Prof. Dr. Richard Herrmann



Verleihung des SAKK/Pfizer Preises 2010

Die SAKK und die Pfizer AG in Zirich-Oerlikon vergeben
alle zwei Jahre einen Preis fur Qualitat in der klinisch-
onkologischen Forschung. Der Preis ist mit CHF 20000
dotiert und wird an der SAKK Winter-Halbjahresversamm-
lung am 25.November 2010 in Basel verliehen. Fir den
Preis kdnnen sich Personen oder Teams aus der Schweiz,
die im klinisch-onkologischen Forschungsbereich tatig
sind, bewerben.

Pramiert werden Arbeiten oder Projekte, die zur Verbesse-
rung der Qualitat und Effizienz der klinischen onkologi-
schen Forschung bei Kindern und Erwachsenen in der
Schweiz beitragen. Dazu gehéren u. a. innovative Prozesse
zur Verbesserung der Studienorganisation und/oder der
Datenqualitat, innovative Ansatze zur Verbesserung der
Patientenrekrutierung oder Beitrage zur Aus-, Weiter- und
Fortbildung. Prémiert werden kénnen sowohl abgeschlos-
sene Projekte als auch laufende Projekte und gut realisier-
bare Konzepte.

Die Eingabefrist flr Projekte ist der 15. September 2010.

SAKK/Dr. Paul Janssen Fellowship

Kinftig planen die SAKK und die Janssen-Cilag AG einmal
jahrlich das mit CHF 50 000 dotierte SAKK/ Dr. Paul Janssen
Stipendium zu vergeben. Das Ausbildungsstipendium soll
jungen Arztinnen und Arzten die Méglichkeit bieten, vier
Monate an einer renommierten Forschungseinrichtung
im Ausland zu verbringen, wo sie ihre Kenntnisse Gber
klinische Krebsforschung verbessern und sich die nétigen
Werkzeuge aneignen, um erfolgreich Studien durchfihren
zu kénnen.

Das Stipendium wird wahrend den nachsten drei Jahren
einmal jahrlich verliehen. Bewerben kénnen sich Arzte und
Arztinnen, die an Schweizer Kliniken arbeiten, sich in der
Ausbildung zum Onkologen/zur Onkologin befinden und
einen Bezug zur SAKK haben. Einreichefrist fir Bewerbun-
gen ist der 1. September 2010.

Der SAKK Prasident ist Vorsitzender der Jury und wird die
eingereichten Bewerbungen prifen. Verliehen wird das
Stipendium im Rahmen der SAKK Halbjahresversammlung
im November 2010 basierend auf der Expertenmeinung
der Jury. Die Gewinner werden bei der Auswahl einer
geeigneten Forschungsinstitution durch die SAKK und die
Janssen-Cilag unterstitzt.

Das Teilnahmereglement der beiden Preise und weitere
Informationen kénnen angefordert werden bei:

Dr. Stephanie Zullig

SAKK Koordinationszentrum
Effingerstrasse 40

3008 Bern

Telefon 031389 93 96
stephanie.zuellig@sakk.ch
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Scientific Activities

By Dr Peter Brauchli, Director and
Ursula Kihnel, Head Clinical Trial Management

Summary of Activities
In 2009, a total of 831 patients (817 in 2008) were in-
cluded in 41 clinical trials coordinated by SAKK:

2009 2008
Total patients from Switzerland 790 773
Total patients from foreign countries 41 44
Total 831 817
2009 2008
Patients  Trials Patients  Trials
Total patients in SAKK trials 481 20 532 21
Total patients in trials
of cooperative groups 132 " 139 13
(without IBCSG)
Total patients in IBCSG trials 173 7 100
Total patients in Sendo trials 45 3 46
Total 831 41 817 44

Trials open for accrual in 2009

Urogenital Cancer

SAKK 08/07 | Docetaxel and cetuximab in patients with
docetaxel-resistant hormone-refractory prostate can-
cer (HRPC). A multicenter phase Il trial

SAKK 08/08 | Everolimus first-line therapy in non-rapidly
progressive castration resistant prostate cancer (CRPC).
A multicenter phase Il trial

Lung Cancer

SAKK 16/00 | Preoperative radiochemotherapy vs. chemo-
therapy alone in non-small cell lung cancer patients
with mediastinal lymph node metastases (stage IlIA,
N2). A randomized phase Ill trial

SAKK 17/04 | Neoadjuvant chemotherapy and extrapleural
pneumonectomy of malignant pleural mesothelioma
(MPM) with or without hemithoracic radiotherapy.
A randomized multicenter phase Il trial

SAKK 19/05 | Bevacizumab and erlotinib first-line therapy in
advanced non-squamous non-small cell lung cancer
(stage IlIB/IV) followed by platinum-based chemother-
apy at disease progression. A multicenter phase Il trial

Breast Cancer

SAKK 22/99 | Randomized phase IlI trial of Herceptin® fol-
lowed by chemotherapy plus Herceptin® versus the
combination of Herceptin® and chemotherapy as pal-
liative treatment in patients with HER2-overexpressing
advanced/metastatic breast cancer

SAKK 23/03 | Trastuzumab monotherapy followed by the
combination of trastuzumab and letrozole in post-
menopausal women with ER-positive, HER-2 positive
advanced breast cancer resistant to a nonsteroidal aro-
matase inhibitor. A multicenter two-step phase Il trial

SAKK 92/08 | Local antiperspirant for prevention of palmar-
plantar erythrodysesthesia (PPE) in patients treated
with pegylated liposomal doxorubicin: A randomized,
multicenter, double blinded, phase Il trial

IBCSG 22-00 | Low-dose Cytotoxics as «Anti-angiogenesis
Treatment» following Adjuvant Induction Chemother-
apy for Patients with ER-negative and PgR-negative
Breast Cancer

IBCSG 23-01 | A randomized trial of axillary dissection vs.
no axillary dissection for patients with clinically node
negative breast cancer and micro-metastases in the
sentinel node

IBCSG 24-02 | BIG 2-02/ SOFT Suppression of Ovarian Func-
tion Trial (SOFT). A Phase Il Trial Evaluating the Role of
Ovarian Function Suppression and the Role of Exemes-
tane as Adjuvant Therapies for Premenopausal Women
with Endocrine Responsive Breast Cancer

IBCSG 27-02 | BIG 1-02 / NSABP Trial B-37 A randomized
clinical trial of adjuvant chemotherapy for radically
resected loco-regional relapse of breast cancer

IBCSG 35-07 | BIG 1-07 SOLE Study of Letrozole Extension.
A phase lll trial evaluating the role of continuous letro-
zole versus intermittent letrozole following 4 to 6 years
of prior adjuvant endocrine therapy for postmenopau-
sal women with hormone-receptor positive, node pos-
itive early stage breast cancer

IBCSG 36-07 | ALTTO (Adjuvant Lapatinib and/or Trastuzu-
mab Treatment Optimisation) study. A randomised,
multi-centre, open-label, phase Il study of adjuvant,
lapatinib, trastuzumab their sequence and their combi-
nation in patients with HER2/ErbB2 positive primary
breast cancer

IBIS Il | International Breast Cancer Intervention Study. A
randomised double blind control trial divided into two
strata



Leukemia

SAKK 30/07 | 5-Azacytidine to treat acute myeloid leukemia
in elderly or frail patients not suitable for intensive
chemotherapy. A multicenter phase |l trial

APL 2006 | A randomized trial assessing the role of arsenic
trioxide and/or ATRA during consolidation course in
newly diagnosed acute promyelocytic leukemia (APL)

CLL7 | Randomized phase lll trial comparing early treatment
with fludarabine, cyclophosphamide and rituximab
versus deferred treatment in untreated Binet stage A
patients with high risk of progression

CLL10 | Phase IlI trial of combined immunochemotherapy
with Fludarabine, Cyclophosphamide and Rituximab
(FCR) versus Bendamustine and Rituximab (BR) in pa-
tients with previously untreated chronic lymphocytic
leukaemia

CML IV | Randomized controlled comparison of Imatinib
vs Imatinib/IFN-a vs Imatinib high dose (800 mg) and
determination of the role of allografting in newly diag-
nosed CML

GRAALL 2005 | Randomized phase Il trial assessing the
value of intensive vs standard induction and intensifi-
cation in a randomized comparison and for B-ALL in a
second randomization the benefit of rituximab in ad-
dition to chemotherapy and for Ph* ALL in a randomized
comparison the non-inferiority of an imatinib based
induction therapy vs a chemotherapy based induction
combined with imatinib

HOVON 81 | A Phase Il multicenter study to assess the toler-
ability and efficacy of the addition of Bevacizumab to
standard induction therapy in AML and high risk MDS
above 60 years

HOVON 92 / SAKK 30/08 | Standard study to assess the added
value of Laromustine in combination with standard
remission-induction chemotherapy

Lymphoma

SAKK 36/06 | A multicenter phase Il trial testing Everolimus
(RADOO1) for the treatment of patients with relapsed
or therapy resistant mantle cell lymphoma

SAKK 37/05 | Ibritumomab tiuxetan and high-dose melpha-
lan as conditioning regimen before autologous stem
cell transplantation for elderly patients with lymphoma
in relapse or resistant to chemotherapy. A multicenter
phase | trial

SAKK 38/07 | Prospective evaluation of the predictive value
of PET in patients with diffuse large B-cell-lymphoma
under R-CHOP-14. A multicenter study

SAKK 38/08 | Rituximab, bendamustine and lenalidomide in
patients with relapsed or refractory aggressive B-cell
lymphoma not eligible for high dose chemotherapy. A
phase I/1l trial

EBMT MMVAR / IFM 2005-04 | A Randomized controlled
study of Velcade (Bortezomib) plus Thalidomide plus
Dexamethasone compared to Thalidomide plus Dexa-
methasone for the treatment of myeloma patients pro-
gressing or relapsing after autologous transplantation

HD13 | Morbus Hodgkin in adults, limited stages

HD14 | Morbus Hodgkin in adults, intermediate stages

HD18 | Therapieoptimierungsstudie in der Primdrtherapie
des fortgeschrittenen Hodgkin Lymphoms: Therapie-
stratifizierung mittels FDG-PET

Gastrointestinal Cancer

SAKK 40/04 | Clinical function after total mesorectal exci-
sion and rectal replacement. A prospective randomized
trial comparing side-to-end anastomosis, colon-J-pouch
and straight coloanal anastomosis

SAKK 41/06 | Bevacizumab maintenance versus no mainte-
nance after stop of first-line chemotherapy in patients
with metastatic colorectal cancer. A randomized multi-
center phase lll non-inferiority trial

SAKK 41/07 | Neoadjuvant radiotherapy and capecitabine
with or without panitumumab in patients with advan-
ced, K-ras unmutated rectal cancer. A randomized mul-
ticenter phase Il trial

SAKK 41/08 | Neoadjuvant radiotherapy combined with
Sorafenib and Capecitabine in patients with K-ras
mutated, locally advanced rectal cancer. A multicenter
phase I/lla trial

SAKK 56/07 | Dasatinib first-line treatment in gastrointesti-
nal stromal tumors. A multicenter phase Il trial

SAKK 77/07 | External beam radiotherapy for unresectable
hepatocellular carcinoma. A multicenter phase I/Il trial

SAKK 77/08 | Sorafenib alone or in combination with
everolimus in patients with unresectable hepatocellular
carcinoma. A randomized multicenter phase |l trial

NCICCTG BI.1 | A phase Il study of gemcitabine plus capecit-
abine (GEMCAP) versus gemcitabine alone in advanced
biliary cancer
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Melanoma
SAKK 50/07 | Temozolomide combined with bevacizumab
in metastatic melanoma. A multicenter phase Il trial

Sarcoma
EuroEwing 99 | Studie zur Behandlung des Tumors der
Ewing-Gruppe

Supportive Care

SAKK 95/06 | A multicenter randomized controlled phase IlI
study of longitudinal electronic monitoring of symp-
toms and syndromes associated with advanced cancer
in patients receiving anticancer treatment in palliative
intention

Central Nervous System Cancer

SAKK 70/03 | Whole brain radiotherapy in combination with
gefitinib (Iressa) or temozolomide (Temodal) for brain
metastases from non-small cell lung cancer (NSCLC).
A randomized phase Il trial

New Drugs

S065APOX01 | Phase | dose finding and pharmacokinetic
study of intravenous APO010, a recombinant form of
human Fas ligand, in patients with solid tumors

S065ST1901 | Phase | dose finding and pharmacokinetic
study of the intravenous camptothecin ST1968 in pa-
tients with solid tumors

SKSD00701 | Dose-finding study of satraplatin in combina-
tion with oral vinorelbine in patients with advanced
solid tumors. A SAKK-SENDO phase Ib study

SKSD00702 | A phase IB study of the histone deacetylase
inhibitor Panobinostat (LBH589) given orally in com-
bination with Carboplatin and Paclitaxel in patients
with advanced solid tumors. A SAKK-SENDO phase Ib
study

Trials Activated in 2009

Breast Cancer

SAKK 92/08 | Local antiperspirant for prevention of palmar-
plantar erythrodysesthesia (PPE) in patients treated
with pegylated liposomal doxorubicin: A randomized,
multicenter, double blinded, phase Il trial

Leukemia

CLL10 | Phase Il trial of combined immunochemotherapy
with Fludarabine, Cyclophosphamide and Rituximab
(FCR) versus Bendamustine and Rituximab (BR) in pa-
tients with previously untreated chronic lymphocytic
leukaemia

HOVON 92 / SAKK 30/08 | Standard study to assess the added
value of Laromustine in combination with standard
remission-induction chemotherapy

Lymphoma

SAKK 38/08 | Rituximab, bendamustine and lenalidomide in
patients with relapsed or refractory aggressive B-cell
lymphoma not eligible for high dose chemotherapy. A
phase I/1l trial

HD18 | Therapieoptimierungsstudie in der Primdrtherapie
des fortgeschrittenen Hodgkin Lymphoms: Therapie-
stratifizierung mittels FDG-PET

Gastrointestinal Cancer

SAKK 41/07 | Neoadjuvant radiotherapy and capecitabine
with or without panitumumab in patients with ad-
vanced, K-ras unmutated rectal cancer. A randomized
multicenter phase Il trial

SAKK 41/08 | Neoadjuvant radiotherapy combined with
Sorafenib and Capecitabine in patients with K-ras mu-
tated, locally advanced rectal cancer. A multicenter
phase I/lla trial

SAKK 77/08 | Sorafenib alone or in combination with
everolimus in patients with unresectable hepatocellular
carcinoma. A randomized multicenter phase Il trial

NCIC CTGBI.1 | A phase Il study of gemcitabine plus capecit-
abine (GEMCAP) versus gemcitabine alone in advanced
biliary cancer

Urogenital Cancer

SAKK 08/08 | Everolimus first-line therapy in non-rapidly
progressive castration resistant prostate cancer (CRPC).
A multicenter phase Il trial



Trials closed in 2009

Gastrointestinal Cancer

NCICCTG BIL.1 | A phase Il study of gemcitabine plus capecit-
abine (GEMCAP) versus gemcitabine alone in advanced
biliary cancer
Closed for accrual on 14.07.2009

Leukemias

HOVON 81 | A Phase Il multicenter study to assess the toler-
ability and efficacy of the addition of Bevacizumab to
standard induction therapy in AML and high risk MDS
above 60 years
Closed for accrual on 18.08.2009

Lung Cancer

SAKK 19/05 | Bevacizumab and erlotinib first-line therapy in
advanced non-squamous non-small cell lung cancer
(stage IlIB/IV) followed by platinum-based chemother-
apy at disease progression. A multicenter phase Il trial
Closed for accrual on 01.04.2009

Lymphomas

HD13 | Morbus Hodgkin in adults, limited stages
Closed for accrual on 30.09.2009

HD14 | Morbus Hodgkin in adults, intermediate stages
Closed for accrual on 30.12.2009

Urogenital Cancer

SAKK 08/07 | Docetaxel and cetuximab in patients with
docetaxel-resistant hormone-refractory prostate can-
cer (HRPC). A multicenter phase Il trial
Closed for accrual on 08.09.2009

Melanoma

SAKK 50/07 | Temozolomide combined with bevacizumab
in metastatic melanoma. A multicenter phase Il trial
Closed for accrual on 27.04.2009

Sarcoma

EuroEwing 99 | Studie zur Behandlung des Tumors der
Ewing-Gruppe
Closed for accrual on 30.09. 2009

Central Nervous System Cancer

SAKK 70/03 | Whole brain radiotherapy in combination with
gefitinib (Iressa) or temozolomide (Temodal) for brain
metastases from non-small cell lung cancer (NSCLC). A
randomized phase I trial
Closed for accrual on 02.04.2009
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Project Group Reports

Project Group Breast Cancer

Presidents:

1 Prof Dr Christoph Rochlitz, Department of Medical
Oncology, University Hospital Basel

2 PD Dr Georges Vlastos, Department of Gynecology,
Breast Unit, University Hospital Geneva (HUG)

Objectives

The Breast Cancer Project Group (BCPG) aims to facilitate
and conduct clinical and translational research in breast
cancer and to collaborate with international research
groups (i.e. IBCSG, BIG, EORTQ). In the currently open trials
SAKK 22/99, 92/08, and IBCSG 22, 23, 24, 35, 36 and IBIS
I, these objectives have been reached. In addition, the
BCPG keeps its members updated on clinical trials of IBCSG
and BIG, and has reached a high visibility of members of
the project group in the breast cancer community. It also
cultivates excellent international relations.

The reintegration of the gynecologists, an important ob-
jective for the BCPG, is still ongoing. As of 2009, a gyne-
cologist is co-president of the BCPG. The «Arbeitsgemein-
schaft fur Onkologie» (AGO), has agreed not to develop
projects in breast cancer and to focus on gynecologic
malignancies. Several gynecologists are members of the
BCPG.

Future objectives of the BCPG are the continuation of cli-
nical trial activities using drugs as the primary intervention,
but also an extension to other interventions and endpoints
such as quality of life aspects in the SAKK 92/08 and SAKK
24/09 studies, health economic issues in the SAKK 24/09
trial, radiotherapy trials such as IRMA and IBCSG-38-09,
and randomized surgical interventions such as in a cur-
rently discussed trial of the Austrian breast group, ABCSG
28, POSYTIVE.

Activities

Trials Activated in 2009

SAKK 92/08 PPE trial | Local antiperspirans for prevention of
palmar-plantar erythrodysesthesia (PPE) in patients treated
with pegylated liposomal doxorubicin: A randomized, mul-
ticenter, double blinded, phase il trial

The aim of this trial is to evaluate the effects of F511 cream
on the occurrence of palmar-plantar erythrodysesthesia
(PPE) in patients with breast cancer treated with pegylated
liposomal doxorubicin.

The trial was activated by Swissmedic in August 2009, and
by the end of the year, 16 patients have been included.

Strategic elements for the next two years

In the next two years the group will focus on the following

strategic elements:

— to facilitate and conduct clinical and translational
research in breast cancer;

— to focus on metastatic breast cancer;

— to study triple negative, metastatic breast cancer;

— to develop non-drug trials;

— to collaborate with international research groups;

— toinvolve more, and especially younger, members of
the group in the design and execution of new trials;

— to extend collaboration with oncologists and gyneco-
logists working in non-acedemic centers.

Portfolio Plan

The portfolio plan for the next years contains the following

trials:

SAKK 21/08 | Fulvestrant with or without AZD6244, a mito-
gen-activated protein kinase kinase (MEK) 1/2 inhibitor,
in advanced stage breast cancer progressing after first
line aromatase inhibitor: a randomized phase Il trial
The primary objective of the trial is to assess the activity
of the combination of fulvestrant and AZD6244 in pa-
tients progressing after first line Al. This trial is planned
to be conducted in collaboration with a Belgian coope-
rative group.

SAKK 24/09 | Safety and tolerability of bevacizumab plus
paclitaxel vs. bevacizumab plus metronomic cyclophos-
phamide and capecitabine as first-line therapy in pati-
ents with HER2-negative metastatic or locally recurrent
breast cancer. A multicenter, randomized phase I trial
The primary objective of the trial is to demonstrate
reduced toxicity of metronomic chemotherapy in com-



bination with bevacizumab compared to a standard
paclitaxel/bevacizumab regimen in metastatic breast
cancer.

SAKK 20/09 | CYP2D6 to predict the efficacy of tamoxifen
in metastatic breast cancer
The primary objective of the trial is to assess the influ-
ence of CYP2D6 mutations on tamoxifen efficacy in
patients with advanced breast cancer. This trial is plan-
ned to be conducted in collaboration with a Belgian
cooperative group.

SAKK 26/10 | Swiss utility protocol, OncotypeDX
The primary objective of the trial is to assess the influ-
ence of molecular tests such as OncotypeDX, RISK-25
and proliferation markers on chemotherapy decisions
in the adjuvant treatment of women with ER/PR-posi-
tive disease.

NCl-Canada MA.32 | Adjuvant metformin in ER/PR neg.,
HER?2 positive BC
The primary objective of the trial is to assess the activity
of metformin, an oral antidiabetic agent and an inhibi-
tor of mTOR, in early breast cancer.

IRMA trial | Randomised Trial of Accelerated Partial Breast
Irradiation
The IRMA (Innovazioni nella Radioterapia della MAm-
mella) trial compares WBRT (Whole Breast Radio The-
rapy) and 3D conformal radiotherapy to a partial breast
planning target volume. The primary objective of the
trial is to establish equal efficacy of WBRT and accele-
rated partial breast irradiation.

ABCSG 28, POSYTIVE | Austrian ABCSG 28 study of breast
surgery vs. none in metastatic BC
The primary objective of the trial is to assess the poten-
tial benefit of breast surgery in the presence of distant
metastases.

Collaboration with/participation in other groups
Members of the BCPG are also active within the following
national and international breast cancer research groups:
IBCSG, BIG, GBG, AGO.

Project Group Gastrointestinal Cancer

President:

Prof Dr Markus M. Borner, Clinical Research Unit of the
Oncology Department, Inselspital, University Hospital
Bern & Oncology Unit, Spitalzentrum Biel

Objectives

The group aims at covering as many clinical situations in

gastrointestinal cancer as possible with interesting proto-

cols. A key interest is translational research, since predictive

markers are desperately needed in this tumor group.

Whenever possible, international collaboration should be

promoted. However, looking at the current health care en-

vironment, one future focus of the group should become

quality assurance and outcomes research and the defini-

tion of treatment guidelines for clinical situations, where

there are no solid data to guide decisions. A good example

is the standardization of chemoembolization in Switzer-

land, which was a byproduct of developing protocol 77/09

in hepatocellular carcinoma.

Activities

Trials Activated in 2009

SAKK 41/07 | Neoadjuvant radiotherapy and capecitabine
with or without panitumumab in patients with advanced,
K-ras unmutated rectal cancer. A randomized multi-
center phase Il trial

SAKK 41/08 | Neoadjuvant radiotherapy combined with
Sorafenib and Capecitabine in patients with K-ras mu-
tated, locally advanced rectal cancer. A multicenter
phase I/lla trial
Accrual into the first dose level of this trial is completed
and the terms for continuation of the trial are dis-
cussed.

SAKK 77/08 | Sorafenib alone or in combination with eve-
rolimus in patients with unresectable hepatocellular
carcinoma. A randomized multicenter phase Il trial
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NCIC CTG BI. 1 | A phase Il study of gemcitabine plus cape-
citabine (GEMCAP) versus gemcitabine alone in advan-
ced biliary cancer

Closed Trials

NCIC CTG BI. 1 | A phase Il study of gemcitabine plus cape-
citabine (GEMCAP) versus gemcitabine alone in advan-
ced biliary cancer

Closed for accrual on 14.07.2009

Strategic elements for the next two years

Rectal cancer has been identified as a tumor entity, where
rapid accrual is possible in Switzerland. To develop follow-
up protocols for SAKK 41/07 and 41/08 is thus a priority.
The collaboration with Santésuisse for trial 41/06 is exem-
plary for its possible health-economical impact besides
other clinical research questions. To extend this concept on
other important tumor situations seems to be relevant and
attractive also in view of the current health care discus-
sions. To live up to the ambitious accrual goal, all efforts
have to be made to stimulate active participation not only
by the established SAKK centers but also by private clinics,
smaller hospitals, and oncologists in private practice. This
gives the opportunity to think about models, how SAKK
can provide support for decentralized trial activites. An-
other priority of the group is the conduct of studies in
pancreatic cancer, since progress in this field is painfully
slow.

Portfolio Plan

The following trial has passed the administrative hurdles

and will be soon open for accrual:

SAKK 77/09 and SASL 30 | A phase | open label/phase Il ran-
domized, double-blind, multicenter trial investigating
the combination of everolimus and TransArterial Chemo-
Embolisation (TACE) with doxorubicin in patients with
hepatocellular carcinoma

Thus, the project group will present a complete portfolio
for the treatment of this increasingly important tumor
entity.

The following protocols are close to completion:

— Protocol SAKK 75/08 on non-metastatic esophageal
cancer will build on previous experience of the group
(SAKK 75/06) combining radiotherapy, concomitant
cisplatin, docetaxel and cetuximab. In a randomized
phase lll setting, the impact of adjuvant cetuximab will
be examined. This trial will be performed in collabora-
tion with the German group headed by Prof Stahl.

— The impact of Lapatinib in metastatic gastric cancer
is the focus of a randomized phase Il trial of the
European Organisation for Research and Treatment of
Cancer (EORTC) headed by Arnaud Roth.

Under discussion are protocols in metastatic rectal cancer,
neuroendocrine cancer, a protocol on the oxaliplatin infu-
sion duration in colorectal cancer, a protocol on capecit-
abine and panitumumab in elderly patients with colorectal
cancer, and a protocol in the adjuvant treatment of pan-
creatic cancer comparing chemotherapy +/- radiotherapy
+/- erlotinib in a 2x2 design (RTOG 08438).

Collaboration with/participation in other groups
Unfortunately, the collaboration with the National Cancer
Institute Canada (NCIC) has been halted, since the protocol
in metastatic biliary tract cancer has been closed due to
the definition of a new standard treatment for this disease.
A collaboration with the German group headed by Prof
Stahl for a randomized trial in localized esophageal cancer
has been established and the protocol will probably be
activated early in 2010. Another international collaboration
will be the protocol of Arnaud Roth with the EORTC on the
impact of lapatinib in HER1/2 positive metastatic gastric
cancer. A participation of the group in the American adju-
vant pancreatic cancer trial RTOG 0848 would also be an
interesting option to increase the visibility of the SAKK in
the US and because of the relevant trial questions (impact
of erlotinib and radiotherapy). Finally, the quest for an ad-
juvant trial participation in colon cancer will be only feasi-
ble in the context of an international collaboration.



Project Group Leukemia

President:
PD Dr Yves Chalandon, Hematology Service, University
Hospital Geneva (HUG)

Objectives

We offer clinical studies covering the main topics in acute
and chronic leukemia, however not low risk myelodysplasia
(MDS) and Myeloproliferative Disorders (MPD). The project
group collaborates with international study groups in de-
veloping and performing phase II-1ll trials. But still, more
participation of Swiss members in international coopera-
tive groups is desirable. Phase I-II trials testing new com-
pounds and combinations are being developed; the main
goal is to develop SAKK trials in specific niches as for
example AML relapse, CLL relapse, frail or elderly patients
suffering from leukemia. The project group also participa-
tes in international working groups. We have established
a platform for younger clinical researchers, and some
younger investigators are now involved in SAKK trials. The
project group was planning the foundation of a Swiss
registry for acute leukemia but this part seems to be much
more difficult than anticipated. The group will check to
take over the lead in Phase Ill trials. The objective to have
active membership working in the field of acute and chro-
nic leukemia has been partially achieved as still too few
members are active (around 10-15). It is desirable that
smaller centers participating in SAKK become more invol-
ved in the studies of the Project Group Leukemia and par-
ticularly in chronic leukemia trials (partially achieved) to still
improve the accrual in trials.

Activities

Trials Activated in 2009

Phase Il trial:

CLL10 (Chronic Lymphocytic Leukemia) | Phase Il trial of

combined immunochemotherapy with Fludarabine,
Cyclophosphamide and Rituximab (FCR) versus Benda-

mustine and Rituximab (BR) in patients with previously
untreated chronic lymphocytic leukaemia

The hypothesis is that BR has a non-inferior therapeutic
efficacy compared with FCR, but a better safety profile
causing less myelosuppression, infections and secon-
dary neoplasia.

The total accrual target is 550 patients. The trial was
activated in January 2009.

Phase Il trial:

AML (Acute Myeloid Leukemia)

HOVON 92 / SAKK 30/08 | Standard study to assess the added
value of Laromustine in combination with standard
remission-induction chemotherapy. A multicenter phase
Il trial
The objective is to determine the feasibility of Laromus-
tine when given at three possible dose levels together
with standard induction cycles | and Il in patients with
AML/RAEB with IPSS = 1.5 in a prospective comparison
to standard induction cycles I and Il without Laromus-
tine. It is also to investigate the clinical efficacy of La-
romustine in combination with remission induction
chemotherapy cycles | and Il with regard to complete
remission rate at different dose levels of Laromustine.
The trial was activated on April 2, 2009.

Closed Trial

SAKK 63/03 | Blood and bone marrow banking in SAKK
leukemia trials
The main objective of the study was to preserve mate-
rial for later use in biological studies which will be sub-
mitted to SAKK in the future. The members of the
SAKK Leukemia Project Group have decided to bank
the material centrally in Aarau. It was collected at the
time of inclusion of a patient into one of the ongoing
trials. The project was supervised by a banking commit-
tee. The database documenting the collection and cen-
tral storage of material resides at the SAKK Coordina-
ting Center. A remote data entry facility has been
developed to this effect. It also provides to the resear-
chers an overview of the banked material. 65 samples
have been collected. Due to the difficulty of accrual
over 6 years, the SAKK board decided to close the pro-
ject in September 2009. The samples are being alloca-
ted to different projects after acceptance by the SAKK
board.
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Strategic elements for the next two years

to develop phase Il trials for patients with acute leuke-
mia unfit for intensive chemotherapy or for elderly pa-
tients with new drugs targeted therapy (in combination
with low dose sequential chemotherapy) or vaccines;
to develop phase Il trials in specific niches such as re-
lapsed AML or CLL;

to stimulate translational research projects (prognostic
MRD (Minimal Residual Disease) as well as study of
leukemic stem cells, leukemogenesis, genomic and
proteomic) as this was poorly done for the last years.
We need to have more collaboration with research
laboratories;

to improve the input of SAKK in the collaboration with
international study groups as far as clinical phase I
trials are concerned;

to evaluate the feasibility of the set-up of a Swiss regis-
try for acute leukemia.

Portfolio Plan

Trials
Phase IlI:
EBMT RIC-MUD AML | A Randomized Phase Ill study compa-

ring conventional chemotherapy to low dose total body
irradiation-based conditioning and hematopoietic cell
transplantation from related and unrelated donors as
consolidation therapy for older patients with AML in
first Complete Remission

The objective is to evaluate leukemia-free survival after
allogeneic hematopoietic stem cell transplantation
in AML/RAEB in complete remission using matched
or unrelated donors in comparison to conventional
chemotherapy.

The trial will be activated in 2010.

Phase II:
SAKK 31/08 | A Phase Il multicenter study to assess the

feasibility and efficacy of Clofarabine, Gemtuzumab
Ozogamicin and high dose Cytarabine for treatment
of relapsed/refractory AML in young patients (<60
years).

The main objective is to evaluate the efficacy, safety
and tolerability of Clofarabine, cytarabine and Gemtu-
zumab Ozogamicin (CLAG) combination in the setting
of relapse/refractory AML.

The trial will be initiated only if the drug Gemtuzumab
Ozogamicin (Mylotarg®) will be delivered for free to the
patients. An answer from Pfizer is awaited for April
2010.

Phase I:
SAKK 65/08 | In collaboration with the Phase | project group

and the lymphoma project group: Synergistic targeting
of the endoplasmic reticulum stress response with nel-
finavir and bortezomib: a phase | dose escalation trial
in advanced hematologic malignancies

The objective of the trial is to assess tolerability and
toxicity of the induction of UPR (unfolded protein
response) activity by nelfinavir in combination with
bortezomib in patients with advanced hematopoetic
malignancies and to establish the recommended dose
for phase II.

The trial will be activated in 2010.

Follow up Trials
HOVON 102/SAKK 30/10 (follow up HOVON 92/SAKK 30/08) |

Randomized study with a run-in feasibility phase to
assess the added value of Clofarabine in combination
with standard remission-induction chemotherapy in
patients aged 18-65 years with previously untreated
acute myeloid leukemia (AML) or myelodysplasia (MDS)
(RAEB with IPSS = 1.5)

The trial is divided in two parts. The main objective of
part A is to determine the feasibility of Clofarabine
when given at three possible dose levels together with
standard induction cycles I and Il in patients with AML/
RAEB with IPSS = 1.5 in a prospective comparison to
standard induction cycles | and Il without Clofarabine.
The main objective of part B will be to evaluate the
effect of Clofarabine at the selected feasible dose level
when combined with remission induction chemothe-
rapy cycles | and Il as regards to clinical outcome
(«event-free survival») in comparison to remission in-
duction cycles | and Il with no addition of Clofarabine
in a phase Ill study.

The trial will be activated in 2010.

HOVON 103 (follow up HOVON 81) | A program of randomized

phase Il multicenter studies to assess the tolerability
and efficacy of the addition of new drugs to standard
induction therapy in AML and RAEB =65 years and
very poor risk AML = 18 years.

This is a master protocol that will try to detect new
drugs that act in combination with standard chemothe-
rapy in elderly AML. The trial will be divided in two
parts. For part A of the study (if applicable): 1. To assess
the safety and tolerability of Drug X added to standard
induction chemotherapy for AML (frequency and seve-



rity of toxicities and the durations of neutropenia and
thrombocytopenia) and select the feasible dose level
for part B. 2. To assess in a randomized comparison the
effect of Drug X on the CR rate.

For part B of the study: 1. To assess the safety and to-
lerability of Drug X added to standard induction che-
motherapy for AML (frequency and severity of toxicities
and the durations of neutropenia and thrombocytope-
nia) as regards the selected dose level of Drug X. 2. To
assess in a randomized comparison the effect of Drug
X on the CR rate.

The trial is in the process to be activated in 2010 if
accepted by the SAKK board.

CMLV | Chronic Myeloid Leukemia with the German Study

Group, which should follow the CMLIV protocol

The trial is still under discussion in the project group
and in the German Study Group.

A follow up trial of the SAKK 30/07 AML trial for frail
elderly AML patients is under development.

Primary objective: to compare either 5-Azacytidine
with standard of care (either best supportive care or
low dose Ara-C) or a new drug sapacitabine with stan-
dard of care.

The trial is under discussion in the project group.

Collaboration with/participation in other groups
The Leukemia Project Group collaborates with the Lym-
phoma Project Group within the SAKK and with the fol-

lowing other groups:

Project Group New Anticancer Drugs

Laboratory group (molecular diagnostic) SMH, Swiss
Molecular Hematology/Oncology

The Dutch HOVON group in AML

The collaborative group GRAALL (Group for Research
in Adult Acute Lymphoblastic Leukemia) including the
French groups GOELAMS-LALA, Belgium in ALL

The German CLL Study Group (GCLLSG) in CLL

The German CML Study Group (GCMLSG) in CML
The European APL group

The European Leukemia Network

The European Group for Blood and Marrow Transplan-
tation (EBMT)

Project Group Lung Cancer

]

Presidents:

1

PD Dr Miklos Pless, Department of Medical Oncology
and Tumor Center, Kantonsspital Winterthur

Prof Dr Walter Weder, Division of Thoracic Surgery,
University Hospital Zurich

Objectives

The Lung Cancer Project Group creates and organizes
relevant studies to treat as many Non-Small Cell Lung
Cancer (NSCLC) patients in trials (stage 1V)

It establishes a network of Swiss lung cancer centers
with multidisciplinary thoracic capacity (stage IlIB/IIIA),
as well as a basis for translational research (tissue ban-
king)

One research focus is the multidisciplinary treatment of
malignant mesothelioma

The group has become an attractive partner for phar-
maceutical companies with interesting compounds,
and helps to advance the career of young oncologists.

Activities
Closed Trials in 2009
SAKK 19/05 | Bevacizumab and erlotinib first-line therapy in

advanced non-squamous non-small cell lung cancer
(stage llIB/IV) followed by platinum-based chemothe-
rapy at disease progression. A multicenter phase Il
trial

Closed after successfully completing its recruitment.

Strategic elements for the next two years

to perform the follow up studies for stage IV (SAKK
19/09), stage llIB (SAKK 16/08) and also a new Small-
Cell Lung Cancer trial (SAKK 15/08);

to join a new adjuvant study for early stage NSCLC;
to establish a cooperation with other cooperative
groups, e.g. the Belgian group in Leuven and Freiburg
i.B.;
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Project Group Reports

— to support the European Thoracic Oncology Platform
(ETOP);

— to establish a translational research network, evalua-
ting biological questions with material from our
previous trials;

— to establish a tissue bank for lung cancer.

Portfolio Plan

SAKK 15/08 SCLC | Carboplatin and Paclitaxel plus ASA404
as first line chemotherapy for extensive-stage small-cell
lung cancer (SCLC). A phase |l trial
The main objective is the efficacy and feasibility of this
combination in SCLC. The trial will be activated in Q1
2010.

SAKK 16/08, NSCLC | Preoperative chemo-radiotherapy com-
bined with concomitant Cetuximab in non-small cell
lung cancer (NSCLC) patients with lIB disease. A multi-
center phase Il trial
The objective of this trial is to evaluate activity and sa-
fety of sequential neoadjuvant chemo-radiotherapy
with concomitant targeted therapy of cetuximab in
operable stage IlIB NSCLC patients.

The trial will be activated in 2010.

SAKK 19/09, NSCLC | Pemetrexed, cisplatin and bevacizumab,
or erlotinib and bevacizumab for metastatic adenocar-
cinoma of the lung according to EGFR mutation status:
a multicenter phase Il study including biopsy at progres-
sion (BIOPRO trial)

The trial proposal has been approved by the SAKK
Board. It will be submitted to Ethic Committees in Q2
2010.

Collaborations with/participation in other Groups:
— Freiburg i. Breisgau

— Leuven (Belgium)

— Novi Sad (Serbia)

Project Group Lymphoma

Presidents:

1 PD Dr Nicolas Ketterer, Centre Pluridisciplinaire
d'Oncologie, University Hospital Lausanne (CHUV)
(until December 31, 2009)

2 PD Dr Emanuele Zucca, 10SI, Instituto Oncologico
della Svizzera Italiana (starting January 1, 2010)

Objectives

The Lymphoma Project Group’s main objectives are to
bring together onco-hematologists and other specialists
involved and interested in the management of lymphoma/
myeloma patients, to ameliorate the management and the
treatment of patients with lymphoma, by developing and
leading some original clinical trials accessible to as many
patients as possible in Switzerland. Another objective of
the Project Group Lymphoma is to establish and maintain
an active scientific collaboration with other international
collaborative groups. The project group should be a plat-
form for young clinical investigators, and should stimulate
and promote translational research for a better understan-
ding of lymphoid malignancies, with the aim to improve
the treatment of the patients.

Activities

Trials Activated in 2009

HD18 | Therapieoptimierungsstudie in der Primartherapie
des fortgeschrittenen Hodgkin Lymphoms: Therapie-
stratifizierung mittels FDG-PET

SAKK 38/08 | Rituximab, bendamustine and lenalidomide in
patients with relapsed or refractory aggressive B-cell
lymphoma not eligible for high dose chemotherapy. A
phase I/l trial



Closed Trials

HD13 | Qualitdtssicherungsprotokoll zur Toxizitdtsreduktion
in der Primdrtherapie des friithen Morbus Hodgkin

HD14 | Qualitdtssicherungsprotokoll zur Effektivitatssteige-
rung in der Primdrtherapie des intermedidren Morbus-
Hodgkin

SAKK 36/06 | A multicenter stratified phase | trial testing
Everolimus (RADOOT1) for the treatment of patients with
newly diagnosed and relapsed or chemotherapy resis-
tant mantle cell lymphoma

Strategic elements for the next two years

The project group will adjust its activities to comply with
the rules approved by the SAKK Board in 2009. One very
important step is to take advantage of the presence of the
international advisor in the project group meetings. The
collaborations with other international collaborative groups
will be the key element for the immediate future. These
collaborations will have to produce sound clinical studies
in a very competitive field while allowing a high internati-
onal visibility of the SAKK.

The most important issue is to have again an active study
for follicular lymphoma. With respect to this, a very promi-
sing collaboration is ongoing with the Nordic Lymphoma
Group for the development of a common study. Both
groups agreed to address the feasibility of chemotherapy-
deferral strategies in the front line treatment of follicular
lymphoma.

Portfolio Plan

New studies will have to be set up in follicular lymphoma,

mantle cell lymphoma and multiple myeloma. The HD16

trial for Hodgkin Lymphoma should be opened.

SAKK 65/08 | In collaboration with the Phase | project group
and the leukemia project group: Synergistic targeting
of the endoplasmic reticulum stress response with nel-
finavir and bortezomib: a phase | dose escalation trial
in advanced hematologic malignancies
The objective of the trial is to assess tolerability and
toxicity of the induction of UPR (unfolded protein
response) activity by nelfinavir in combination with
bortezomib in patients with advanced hematopoetic
malignancies and to establish the recommended dose
for phase Il.

The trial will be activated in 2010.

Collaboration with/participation in other groups

While, as suggested by the SAKK Board, the collabora-
tion with the Intergroupe Francophone du Myélome
(IFM) will have to be rediscussed, the project group will
keep seeking an active collaboration in other selected
large international projects, allowing a reinforcement
of our collaboration with other large cooperative inter-
national groups as:

German Hodgkin Study Group (HD trials)

Nordic Lymphoma group (Follicular lymphoma trial)
European Mantle Cell Lymphoma Network
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Project Group New Anticancer Drugs/
Phase | Trials

President:
Prof Dr Cristiana Sessa, Oncology Institute of Southern
Switzerland (10SI) Bellinzona

Objectives

The primary aim of the project group is to increase the

active participation in Phase | trials and to get new drugs

to be tested by SAKK in Phase Il trials; the group also aims

to increase experience and set up a central coordination

for early drug development.

SAKK and SENDO have established a collaboration in order

to increase and improve the involvement of selected SAKK

centers in early clinical trials, and to provide SAKK with a

constant flow of new drugs for Phase |l trials.

Activities

Portfolio Plan

SAKK 65/08 | Synergistic targeting of the ER stress response
with Nelfinavir and Bortezomib: a phase | dose escala-
tion trial in advanced hematologic malignancies
This trial is developed in collaboration with the Project
Group Leukemia and the Project Group Lymphoma.
Patients will be accrued in selected centers.

S0955T1902 | Phase | dose finding and pharmacokinetic
study of daily administrations of the intravenous camp-
tothecin Namitecan (ST1968) in patients with refractory
or recurrent solid tumors. A SAKK SENDO Phase | study
This trial is developed with SENDO and will be perfor-
med in two centers in Switzerland and in one center in
Italy

Collaboration with/participation in other groups

— Project Group Breast Cancer

— Project Group Leukemia

— Project Group Lymphoma

— SENDO Southern Europe New Drugs Organization

Project Group Urogenital Tumors

Presidents:

1 PD Dr Silke Gillessen, Department of Medical Oncology,
Kantonsspital St.Gallen

2 Prof Dr George Thalmann, Department of Urology,

Inselspital, University Hospital Bern

Objectives

— The Project Group Urogenital Tumors (PGU) aims to
conduct clinical and translational research in the field
of urogenital tumors, with a focus on prostate cancer
involving all disciplines interested in the topic.

— The integration of all disciplines involved in the treat-
ment of urogential cancers is warranted and is still on-
going. Over the last months a vivid interest in the group
and specifically in questions concerning prostate cancer
from the radiooncologists has been evolving.

— We hope to further enhance also the interest of young
urologists in our group and therefore develop more
trials of urological interest.

— With growing experience in conducting clinical studies
more translational studies should be included in these
trials, collaborators for these studies have to be encou-
raged to become members of the group.

— The PGU aims to collaborate with international research
groups like the Medical Research Council (MRC).

Activities

Trials Activated in 2009

SAKK 08/08 | Everolimus first line therapy in non-rapidly
progressive castration resistant prostate cancer (CRPC):
A multicenter Phase Il trial



Closed Trials

SAKK 08/07 | Docetaxel and Cetuximab as second line treat-
ment in patients with progressive castration resistant pro-
state cancer refractory to docetaxel: A multicenter Phase Il
trial

Strategic Elements for the next two years

— to focus on prostate cancer, specifically in the two situ-
ations, where we see medical need: First, early asymp-
tomatic and oligosymptomatic slowly progressing
castration resistant disease before chemotherapy with
docetaxel and second, second line therapy after doce-
taxel failure;

— to focus on intensifying translational research together
with the pathologists and other interested research
groups working in the field of urogenital tumors in
general and again focused on prostate cancer;

— to motivate young urologists, medical oncologists and
radiooncologists to join the group and facilitate their
start in designing and conducting trials;

— to ameliorate the multidisciplinary approach in the field
of urogenital tumors;

— tostrengthen the collaboration with international groups
like the MRC.

Portfolio Plan

According to the above mentioned strategies we are pre-
paring a successor trial of SAKK 08/08 (using Metformin
instead of Everolimus) and a successor trial of SAKK 08/07
(planed is a combination therapy with ASA404 and carbo-
platin/paclitaxel in second line chemotherapy).

After final evaluation of SAKK 08/07 we have to decide if
further evaluation of the combination of docetaxel and
cetuximab in a first line setting as randomized Phase Ill trial
(Doecetaxel +/-Cetuximab) is of interest. Translational re-
search could be helpful to define biomarkers for stratifica-
tion, but results are still pending. For a Phase Il trial we
need international collaboration.

Collaboration with/participation in other groups

The STAMPEDE trial is conducted in collaboration with
the MRC. More intensive collaboration with the MRC is
hopefully made possible by our external advisor MD Tom
Powles.

A potential collaboration with the German Testicular Can-
cer Group is planned in the field of follow up of testicular
cancer patients and potentially in seminoma Il A and B.
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Sections

Section Clinical Research Coordinators
(CRQ)

Presidents:
1 Christine Biaggi Rudolf, SAKK Coordinating
Center Bern

2 Julia Rengier-Styles, Centre Pluridisciplinaire
d'Oncologie, University Hospital Lausanne (CHUV)

Short introduction

2009 has been a year of stability in the Presidency of the
Section and in our activities, with no major changes being
implemented.

Activities 2009

In January we had our two-day annual meeting for Clinical
Research Coordinators at the SAKK Coordinating Center in
Bern. It was again a very intense program with a lot of in-
teresting presentations in various fields of cancer research
as well as some excursions into Good Clinical Practice (GCP)
and overall clinical trial management.

It has become routine that the first morning of those two
days is particularly dedicated to new section members who
have only recently started their work as a CRC at a center.
Overall attendance was very high; some 58 certificates of
attendance were handed out, and the feedback we re-
ceived was on the whole very positive.

In November the Section met at the semi-annual meeting
in Basel. The focus of this meeting was the presentation of
the newly structured Clinical Trial Management Unit at the
SAKK Coordinating Center, updates from the SAKK regula-
tory unit — explaining the «Leit-EK-System» — and, as main
topic of the session, a brainstorming and discussion of what
the CRC section could look like in the future.

We have discovered that the ideas of what the section
should focus on or should constitute varies widely. There is
such disparity between different regions and/or centers
that the task of fulfilling the needs of all our CRCs is quite
a Herculean task.

It was then decided that we should rethink the arguments
(pros and cons) which were discussed at this meeting and
that the CRC section presidents would form a task group
with some CRCs and Study Nurses to tackle this subject and
come forward with a proposal on how and by whom a
«modern» CRC section should be run, as well as defining
its actual function.

Outlook

As written above, the goal for the year 2010 is to re-structure
our section, make it become a well organized, focused
working section.

Unfortunately, the educational program for clinical research
professionals, especially for CRCs which was planned to
start this year could not be offered by the organizers yet.
Personnel changes at the SAKK CC forced the launch of the
program to be postponed until the year 2010. Collabora-
tion between the CTU Bern and the SAKK CC however is
still strengthening; we hope some interesting projects may
be developed in the near future.

In 2010 we will again organize our two-day annual meeting
(February 1 and 2) as well as a section meeting in November
in the framework of the SAKK semi-annual meeting.



Section Pathology

President:
Prof Dr Holger Moch, Department Pathology,
University Hospital Zurich

Short Introduction

The section of Pathology aims to design and conduct trans-

lational research in the field of clinical trials. It functions as

a platform to promote multicenter trials in the Pathology

community. Further, the section is active in the following

areas:

— Quality assurance of clinical trials regarding pathology
diagnoses

— Review of initial pathology diagnose; the goal of such
a review is quality assurance

— Establishment of novel predictive tests, e.g. KRAS
testing in colorectal cancer

— Translational research requires tissue banking;
pathologists are involved in collection of biomaterial
and establishment of biobanks

Activities 2009

The section Pathology is involved in about 20 SAKK trials.
The section members also play an important role in the
activities of the IBCSG, both on a practical level by contrib-
uting patient material and on an intellectual and leadership
level. Further, section members continue to enroll patient
material in earlier studies and in new SAKK trials. Such trials
include activities in the lung cancer group (SAKK 16/08,
SAKK 17/04), lymphoma (SAKK 38/07, SAKK 36/06),
melanoma (SAKK 50/07) and urogenital tumors (SAKK
08/07, SAKK 08/08), head and neck (SAKK 10/94) and
others. These activities include the collection of biomate-
rial, translational research and predictive tests. The com-
pletion of patient forms (P-form) requires the engagement
of many pathologists.

Outlook

Involvement of pathologists in the early phases of
protocol development

Improvement of budgeting, implementation and
monitoring of pathology activities in clinical trials
Activities according to the SAKK procedures for
pathology investigations and translational research
Establishment of biobanks in Switzerland
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Section Trial Nurses

President: Vacant
Contact person: Christel Bbhme, Kantonsspital St. Gallen

Short introduction

The group members, with a multifaceted nursing back-
ground hold different positions in Swiss hospitals. All work
with patients treated in SAKK clinical trials.

Since many years we evaluate draft protocols for their
practical and nursing implications and patient considera-
tions, as well as CRF comprehensibility.

In this function we serve as a part of the SAKK internal
protocol review process.

Additionally, on each SAKK protocol with a medical treat-
ment a trial nurse is assigned as a contact person for nursing
issues.

Our goal is to make a contribution to assure high-quality
clinical trial performance, patient understanding of the
informed consent and safety.

Activities 2009

— Review of several SAKK protocols

— Meeting at the semi-annual meeting in Basel
— Exchange of knowledge throughout the year

Outlook

— Continue our work within the Internal Review Board

— Provide support for nursing issues in ongoing SAKK
trials

— Confident that we will provide continuing support
to the work of clinical trial to the work of SAKK.
However, our exact role and future structure is at the
moment under discussion, due to the current restruc
turing of the sections: Clinical Research Coordinators
and Clinical Trial Nurses



Networks

Network for Cancer Predisposition Testing
and Counseling (CPTC)

Presidents:

1 PD Dr Pierre O. Chappuis, Division of Oncology,
Division of Genetic Medicine, University Hospitals
of Geneva (HUG)

2 Prof Dr André-Pascal Sappino, Division of Oncology,
University Hospitals of Geneva (HUG)

Short introduction

The aims of the Network for CPTC are

— to harmonize the clinical practice of counseling and
management of at-risk individuals;

— to collect clinical data and mutation screening results
of families with inherited cancer predisposing syn-
dromes;

— to consolidate the collaboration with the reference
molecular laboratories for cancer predisposition test-
ing;

— to participate in trials evaluating the impact of surveil-
lance and risk reduction strategies;

— to inform and educate health professionals and the
lay community on predictive oncology.

Activities 2009

More than 400 new families have been managed in the
17 centers providing genetic counseling and evaluation for
cancer predisposition testing according to the Swiss regu-
lation (cf. KVL/OPAS/OPre art. 12, let. v).

Swiss referral guidelines for genetic counseling and evalu-
ation for BRCA1/BRCA2 testing have been finalized by the
Network. These guidelines have been prepared to help
clinicians identify the situations where a familial aggrega-
tion or a syndrome of hereditary breast/ovarian cancer
should be suspected, and an adequate management could
be proposed. These guidelines have been approved by the
Swiss Society of Medical Genetics, the Swiss Society of
Senology, the Swiss Society of Medical Oncology and the
Swiss Society of Gynecology and Obstetrics.

A research project based on clinical and molecular data
collected by the members of the Network has been sub-
mitted. The aim of this project is to evaluate the incidence
of germ-line alterations in a panel of breast cancer suscep-
tibility genes in BRCA1/BRCA2-mutation negative families
using a resequencing array approach.

Outlook

— to manage individuals identified at high-cancer risk
according to standard clinical practice in Switzerland;

— to publish the Swiss guidelines for genetic counseling
and evaluation for BRCA1/BRCAZ2 testing;

— to remain participating in the IBIS lI-Prevention and
-DCIS randomized double blind control trials (evalua-
tion of anastrozole as an effective method of prevent-
ing breast cancer in postmenopausal women at in-
creased risk of the disease);

— to assess oncogenetic activity and results of BRCA1/
BRCA2 germ-line mutation screening in Switzerland
(a PhD thesis project of a genetic counselor).
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Network for Outcomes Research

President:

1 Prof Dr Bernhard Pestalozzi, Department of Oncology,
University Hospital Zurich

Vice-President:

2 Prof Dr Thomas Szucs, European Center of Pharma-
ceutical Medicine, University of Basel, and Institute of
Social- and Preventive Medicine, University of Zurich

Objectives of the Network

The aim of the network is to promote interdisciplinary out-
comes research in oncology. The network may be consulted
by any SAKK project group, working group or section to
provide advice on outcomes research-related aspects in
ongoing or planned trials.

The network performs health economic evaluations (HEA)
as sub-projects alongside SAKK trials where considered
appropriate. One aim is to establish standard procedures for
prospective health economic analyses alongside clinical
trials. Furthermore, the network actively develops outcomes
research-orientated research projects in collaboration with
third parties.

Literature based HEA of established or emerging cancer
treatments, which might be of importance for the Swiss
healthcare system, are also performed.

Activities in 2009 and Outlook

A key activity is to perform HEA alongside clinical trials.
Although Switzerland has no institution like NICE in the U.K.
to evaluate the cost effectiveness of drugs, it becomes more
and more important to collect health economic information
on newly introduced treatments. In the mid- to long-term,
this information will become important for health-care
decision making.

Prospective health economic evaluations were implemented
as sub-projects in four SAKK trials. Data collection proce-
dures and clinical report forms were developed and the
preference-based quality of life questionnaire EQ-5D was
included.

Retrospective data collection for some ongoing SAKK trials
was further developed. For two trials protocol amendments
are written in order to cover revised HEA methodology.

An outcomes research study on «delivery of care at the end-
of-life of cancer patients in Switzerland», in collaboration
with the insurance company Helsana and four cancer regis-
tries, was approved by the SAKK Board in 2009. Technical
aspects of this study were solved in cooperation with the
participating registries. Legal issues and data protection as
well as ethical aspects of the study are now being elucidated
and the study will be brought forward with high priority.

Two new literature based HEA were performed:
Trastuzumab beyond progression: a cost-utility analysis
Based on the study «Trastuzumab beyond progression in
human epidermal growth factor receptor 2-positive ad-
vanced breast cancer: a german breast group 26/breast
international group 03-05 study» (von Minckwitz G, du Bois
A, Schmidt M, et al.)

It was submitted for publication in February 2010.
Assessment of use of cetuximab in lung cancer patients
Based on the results of the FLEX study (Pirker R, Pereira JR,
Szczesna A, von Pawel J Krzakowski M, Ramlau R,
Vynnychenko I, Park K, Yu CT, Ganul V et al: Cetuximab plus
chemotherapy in patients with advanced non-small-cell lung
cancer (FLEX): an open-label randomised phase Il trial.
Lancet 2009, 373(9674):1525-1531.)

Submission for publication is planned for 2010.

Networking activities

At the semi-annual SAKK meeting in November 2009, we
could welcome Prof John Brazier, Health Economics and
Decision Science at the School of Health and Related
Research, University of Sheffield, U.K. Prof Brazier gave a
presentation on "Measuring health benefits for economic
evaluation — the case for the QALY".



Trials

SAKK 35/03 (closed) | Comparing two schedules of rituximab
maintenance in rituximab-responding patients with un-
treated, chemotherapy resistant or relapsed follicular
lymphoma. A randomized phase Il trial
This trial has a long overall survival and therefore a two-
step economic analysis is planned, which will partially
use claims data from insurance companies and will
model costs and effects using a life-long time horizon.
An amendment for the revised HEA sub-project will be
prepared in 2010.

SAKK 16/00 (open) | Preoperative chemoradiotherapy
vs. chemotherapy alone in non-small cell lung cancer
(NSCLC) patients with mediastinal lymph node metas-
tases (stage llIA, N2). A randomized prospective phase
1l trial
This trial is ongoing and HEA will be performed from a
statutory health-insurance perspective, with cost data
coming from the patients’ insurance companies. An
amendment for the revised HEA sub-project is in pre-
paration.

SAKK 77/08 (open) | Sorafenib alone or in combination with
everolimus in patients with unresectable hepatocellular
carcinoma. A randomized multicenter phase Il trial
Prospective HEA sub-project included

SAKK 77/09 (will be opened 2010) | A phase | open labell
phase Il randomized, double-blind, multicenter trial in-
vestigating the combination of everolimus and Trans-
Arterial ChemoEmbolisation (TACE) with doxorubicin in
patients with hepatocellular carcinoma eligible for
TACE
Prospective HEA sub-project included.

SAKK 75/08 (will be opened 2010) | Multimodal therapy with
and without cetuximab in patients with locally advan-
ced esophageal carcinoma. An unblinded, prospectively
randomized phase Il trial
Prospective HEA sub-project included.

SAKK 24/09 (will be opened 2010) | Safety and tolerability of
bevacizumab plus paclitaxel vs. bevacizumab plus
metronomic cyclophosphamide and capecitabine as
first-line therapy in patients with HER2-negative meta-
static or locally recurrent breast cancer. A multicenter,
randomized phase Il trial
Prospective HEA sub-project in Phase Il included.

SAKK 89/09 (start 2010) | End-of-life delivery of care patterns
in Swiss cancer patients.

Project ongoing.

Collaboration with/participation in other groups

The network initiates project-level cooperation with differ-
ent institutions active in the field of cancer, e.g. with insur-
ance companies, National Institute for Cancer Epidemiol-
ogy and Registration (NICER), and the Children’s Cancer
Registry.

|33



34

Publications 2009

SAKK and Collaborating Groups

Lung Cancers

SAKK 16/01 Stupp, R., Mayer, M., Kann, R., Weder, W.,
Zouhair, A., Betticher, D. C., Roth, A. D., Stahel, R. A,,
Majno, S. B., Peters, S., Jost, L., Furrer, M., Thierstein, S.,
Schmid, R. A., Hsu-Schmitz, S. F., Mirimanoff, R. O.,
Ris, H. B., and Pless, M., Neoadjuvant chemotherapy and
radiotherapy followed by surgery in selected patients with
stage IlIB non-small-cell lung cancer: a multicentre phase Il
trial: Lancet Oncol, v. 10, p. 785-93.

Breast Cancer

EORTC 10994/BIG 00-01 Farmer, P., Bonnefoi, H., Anderle, P.,
Cameron, D., Wirapati, P, Becette, V., Andre, S., Piccart,
M., Campone, M., Brain, E., Macgrogan, G., Petit, T,,
Jassem, J., Bibeau, F., Blot, E., Bogaerts, J., Aguet, M.,
Bergh, J., Iggo, R., and Delorenzi, M., A stroma-related
gene signature predicts resistance to neoadjuvant chemo-
therapy in breast cancer: Nat Med, v. 15, p. 68-74.

BIG 1-98 Giobbie-Hurder, A., Price, K. N., and Gelber, R. D.,
2009, Design, conduct, and analyses of Breast International
Group (BIG) 1-98: a randomized, double-blind, phase-Ill
study comparing letrozole and tamoxifen as adjuvant endo-
crine therapy for postmenopausal women with receptor-
positive, early breast cancer: Clin Trials, v. 6, p. 272-87

Mouridsen, H., Giobbie-Hurder, A., Goldhirsch, A., Thurli-
mann, B., Paridaens, R., Smith, |., Mauriac, L., Forbes, J. F,,
Price, K. N., Regan, M. M., Gelber, R. D., and Coates, A. S.,
Letrozole therapy alone or in sequence with tamoxifen in
women with breast cancer: N Engl J Med, v. 361, p. 766-76.

Rabaglio, M., Sun, Z., Price, K. N., Castiglione-Gertsch, M.,
Hawle, H., Thurlimann, B., Mouridsen, H., Campone, M.,
Forbes, J. F., Paridaens, R. J., Colleoni, M., Pienkowski, T.,
Nogaret, J. M., Lang, I., Smith, I., Gelber, R. D., Goldhirsch,
A., and Coates, A. S., Bone fractures among postmenopau-
sal patients with endocrine-responsive early breast cancer
treated with 5 years of letrozole or tamoxifen in the BIG
1-98 trial: Ann Oncol. 2009 Sep;20(9):1489-98.

ESO Cardoso, F.,, Bedard, P. L., Winer, E. P.,, Pagani, O., Senkus-
Konefka, E., Fallowfield, L. J., Kyriakides, S., Costa, A.,
Cufer, T., and Albain, K. S., International Guidelines for
Management of Metastatic Breast Cancer: Combination vs
Sequential Single-Agent Chemotherapy: ) Natl Cancer Inst,
101(17):1174-81.

IBSCG Gianni, L., Gelber, S., Ravaioli, A., Price, K. N., Panzini, .,

Fantini, M., Castiglione-Gertsch, M., Pagani, O., Simoncini,
E., Gelber, R. D., Coates, A. S., and Goldhirsch, A., Second
non-breast primary cancer following adjuvant therapy for

early breast cancer: a report from the International Breast

Cancer Study Group: Eur J Cancer, v. 45, p. 561-71.

Pagani, O., Price, K. N., Gelber, R. D., Castiglione-Gertsch,
M., Holmberg, S. B., Lindtner, J., Thurlimann, B., Collins, J.,
Fey, M. F., Coates, A. S., and Goldhirsch, A., Patterns of
recurrence of early breast cancer according to estrogen
receptor status: a therapeutic target for a quarter of a
century: Breast Cancer Res Treat. 2009 Sep;117(2):319-24.
IBCSG 11-93 Thurlimann, B., Price, K. N., Gelber, R. D., Holm-
berg, S. B., Crivellari, D., Colleoni, M., Collins, J., Forbes,
J. F., Castiglione-Gertsch, M., Coates, A. S., and Goldhirsch,
A., Is chemotherapy necessary for premenopausal women
with lower-risk node-positive, endocrine responsive breast
cancer? 10-year update of International Breast Cancer Study
Group Trial 11-93: Breast Cancer Res Treat, v. 113, p. 137-44.
IBCSG 15-95 Colleoni, M., Sun, Z., Martinelli, G., Basser, R. L.,
Coates, A. S., Gelber, R. D., Green, M. D., Peccatori, F.,
Cinieri, S., Aebi, S., Viale, G., Price, K. N., and Goldhirsch,
A., The effect of endocrine responsiveness on high-risk
breast cancer treated with dose-intensive chemotherapy:
results of International Breast Cancer Study Group Trial
15-95 after prolonged follow-up: Ann Oncol, v. 20,
p. 1344-51.

Leukemia

SAKK 32/95 Zenhausern, R., Von Rohr, A., Rufibach, K.,
Solenthaler, M., Meyer-Monard, S., Gratwohl, A., Hess, U.,
Bargetzi, M. J., Kovacsovic, T., Leoncini, L., and Tobler, A.,
Low dose 2-chlorodeoxyadenosine given as a single subcu-
taneous injection in patients with hairy cell leukemia:

a multicentre trial SAKK 32/95: Leuk Lymphoma, v. 50,
p. 133-6.

SAKK 32/98 Zenhausern, R., Schmitz, S. F.,, Solenthaler, M.,
Heim, D., Meyer-Monard, S., Hess, U., Leoncini, L., Bargetzi,
M., Rufener, B., and Tobler, A., Randomized trial of daily
versus weekly administration of 2-chlorodeoxyadenosine in
patients with hairy cell leukemia: a multicenter phase Il trial
(SAKK 32/98): Leuk Lymphoma, 50:1501.

APL Ades, L., Guerci, A., Raffoux, E., Sanz, M., Chevallier, P.,
Lapusan, S., Recher, C., Thomas, X., Rayon, C., Castaigne,
S., Tournilhac, O., de Botton, S., Ifrah, N., Cahn, J. Y.,
Solary, E., Gardin, C., Fegueux, N., Bordessoule, D., Ferrant,
A., Meyer-Monard, S., Vey, N., Dombret, H., Degos, L.,
Chevret, S., and Fenaux, P., 2009, Very long-term outcome
of acute promyelocytic leukemia after treatment wtih all
trans retinoic acid and chemotherapy: the European APL
Group experience: Blood 2009 online.

Cassinat, B., de Botton, S., Kelaidi, C., Ades, L., Zassad-
owski, F., Guillemot, I., Schlageter, M. H., Raffoux, E.,
Harousseau, J. L., Legrand, O., Escoffre-Barbe, M., Reman,
0., Gardembas, M., Himberlin, C., Cahn, J. Y., Guyotat, D.,
Bouscary, D., Parry, A., Rousselot, P., Baruchel, A., Dombret,
H., Chevret, S., Fenaux, P., and Chomienne, C., When can
real-time quantitative RT-PCR effectively define molecular



relapse in acute promyelocytic leukemia patients? (Results
of the French Belgian Swiss APL Group): Leuk Res, v. 33,
p. 1178-82.

Kelaidi, C., Chevret, S., De Botton, S., Raffoux, E., Guerdi,
A., Thomas, X., Pigneux, A., Lamy, T., Rigal-Huguet, F.,
Meyer-Monard, S., Chevallier, P., Maloisel, F., Deconinck, E.,
Ferrant, A., Fegueux, N., Ifrah, N., Sanz, M., Dombret, H.,
Fenaux, P., and Ades, L., Improved Outcome of Acute Pro-
myelocytic Leukemia With High WBC Counts Over the Last
15 Years: The European APL Group Experience: J Clin Oncol
2009; 27:2668.

CML IV Saussele, S., Lauseker, M., Gratwohl, A., Beelen, D. W.,

Bunjes, D., Schwerdtfeger, R., Kolb, H. J., Ho, A. D., Falge,
C., Holler, E., Schlimok, G., Zander, A. R., Arnold, R., Kanz,
L., Dengler, R., Haferlach, C., Schlegelberger, B., Pfirrmann,
M., Muller, M. C., Schnittger, S., Leitner, A., Pletsch, N.,
Hochhaus, A., Hasford, J., and Hehlmann, R., Allogeneic
hematopoietic stem cell transplantation (alloSCT) for
chronic myeloid leukemia in the imatinib era, evaluation of
its impact within a subgroup of the randomized German
CML Study 1V: Blood 2009 online.

GRAALL Familiades, J., Bousquet, M., Lafage-Pochitaloff, M.,

Bene, M. C., Beldjord, K., De Vos, J., Dastugue, N., Coyaud,
E., Struski, S., Quelen, C., Prade-Houdellier, N., Dobbelstein,
S., Cayuela, J. M., Soulier, J., Grardel, N., Preudhomme, C.,
Cave, H., Blanchet, O., Lheritier, V., Delannoy, A., Chalan-
don, Y., Ifrah, N., Pigneux, A., Brousset, P., Macintyre, E. A.,
Huguet, F., Dombret, H., Broccardo, C., and Delabesse, E.,
PAX5 mutations occur frequently in adult B-cell progenitor
acute lymphoblastic leukemia and PAX5 haploinsufficiency
is associated with BCR-ABL1 and TCF3-PBXT fusion genes:
a GRAALL study: Leukemia; 23:1989-98.

GRAALL-2003 Huguet, F., Leguay, T., Raffoux, E., Thomas, X.,

Beldjord, K., Delabesse, E., Chevallier, P., Buzyn, A., Delan-
noy, A., Chalandon, Y., Vernant, J. P., Lafage-Pochitaloff,
M., Chassevent, A., Lheritier, V., Macintyre, E., Bene, M. C.,
Ifrah, N., and Dombret, H., Pediatric-Inspired Therapy in
Adults With Philadelphia Chromosome-Negative Acute
Lymphoblastic Leukemia: The GRAALL-2003 Study:

J Clin Oncol, 27:911-18.

Maury, S., Huguet, F., Leguay, T., Lacombe, F., Maynadie,
M., Girard, S., de Labarthe, A., Kuhlein, E., Raffoux, E.,
Thomas, X., Chevallier, P., Buzyn, A., Delannoy, A., Chalan-
don, Y., Vernant, J. P, Rousselot, P., Macintyre, E., Ifrah, N.,
Dombret, H., and Bene, M. C., Adverse prognostic signifi-
cance of CD20 expression in adults with Philadelphia
chromosome-negative B-cell precursor acute lymphoblastic
leukemia: Haematologica 2009 online.

HOVON Lowenberg, B., Ossenkoppele, G. J., van Putten, W.,

Schouten, H. C., Graux, C., Ferrant, A., Sonneveld, P,
Maertens, J., Jongen-Lavrencic, M., von Lilienfeld-Toal, M.,
Biemond, B. J., Vellenga, E., van Marwijk Kooy, M.,

Verdonck, L. F., Beck, J., Dohner, H., Gratwohl, A., Pabst, T,,
and Verhoef, G., High-dose daunorubicin in older patients
with acute myeloid leukemia: N Engl J Med, v. 361,

p. 1235-48.

Head and Neck
SAKK 10/94 Ghadjar, P., Blank-Liss, W., Simcock, M., Hegyi, .,

Beer, K. T., Moch, H., Aebersold, D. M., and Zimmer, Y.,
MET Y1253D-activating point mutation and development
of distant metastasis in advanced head and neck cancers:
Clin Exp Metastasis, 26(7):809-15.

SAKK 10/94 Meta-analysis Michiels, S., Le Maitre, A., Buyse,

M., Burzykowski, T., Maillard, E., Bogaerts, J., Vermorken,
J. B., Budach, W., Pajak, T. F., Ang, K. K., Bourhis, J., and
Pignon, J. P., Surrogate endpoints for overall survival in
locally advanced head and neck cancer: meta-analyses of
individual patient data: Lancet Oncol, v. 10, p. 341-50.

Pignon, J. P., le Maitre, A., Maillard, E., and Bourhis, J.,
Meta-analysis of chemotherapy in head and neck cancer
(MACH-NCQ): an update on 93 randomised trials and 17,346
patients: Radiother Oncol, v. 92, p. 4-14.

Lymphoma
SAKK 35/98 Meta-analysis Vidal, L., Gafter-Guvili, A., Leibovidi, L.,

Dreyling, M., Ghielmini, M., Hsu Schmitz, S. F., Cohen, A,
and Shpilberg, O., Rituximab maintenance for the treatment
of patients with follicular lymphoma: systematic review

and meta-analysis of randomized trials: J Natl Cancer Inst,

v. 101, p. 248-55.

SAKK 36/03 Hitz, F., Martinelli, G., Zucca, E., von Moos, R.,

Mingrone, W., Simcock, M., Peterson, J., Cogliatti, S. B.,
Bertoni, F., Zimmermann, D. R., and Ghielmini, M., A multi-
centre phase Il trial of gemcitabine for the treatment of
patients with newly diagnosed, relapsed or chemotherapy
resistant mantle cell lymphoma: SAKK 36/03: Hematol
Oncol, v. 27, p. 154-9.

GHSG Eichenauer, D. A., Bredenfeld, H., Haverkamp, H., Muller,

H., Franklin, J., Fuchs, M., Borchmann, P., Muller-Hermelink,
H. K., Eich, H. T., Muller, R. P, Diehl, V., and Engert, A.,
Hodgkin's lymphoma in adolescents treated with adult pro-
tocols: a report from the German Hodgkin study group:

J Clin Oncol, v. 27, p. 6079-85.

Martin-Subero, J. ., Kreuz, M., Bibikova, M., Bentink, S.,
Ammerpohl, O., Wickham-Garcia, E., Rosolowski, M.,
Richter, J., Lopez-Serra, L., Ballestar, E., Berger, H., Agirre,
X., Bernd, H. W., Calvanese, V., Cogliatti, S. B., Drexler,

H. G., Fan, J. B., Fraga, M. F.,, Hansmann, M. L., Hummel, M.,
Klapper, W., Korn, B., Kuppers, R., Macleod, R. A., Moller,
P., Ott, G., Pott, C., Prosper, F., Rosenwald, A., Schwaenen,
C., Schubeler, D., Seifert, M., Sturzenhofecker, B., Weber, M.,
Wessendorf, S., Loeffler, M., Trumper, L., Stein, H., Spang,
R., Esteller, M., Barker, D., Hasenclever, D., and Siebert, R.;



36| Publications 2009

Gastrointestinal Cancers
SAKK 40/93 Herrmann, R., Lorenz, M., Zuber, M., Rufibach, K.,

Molecular Mechanisms in Malignant Lymphomas Network
Project of the Deutsche Krebshilfe. New insights into the

biology and origin of mature aggressive B-cell lymphomas
by combined epigenomic, genomic, and transcriptional
profiling. Blood 2009,113(11):2488-97.

Barth TF, Bernd HW, Cogliatti SB, Feller AC, Hansmann ML,
Hummel M, Klapper W, Méller P, Muller-Hermelink HK,

Ott G, Rosenwald A, Stein H, Szcepanowski M, Wacker HH,
Behrmann P, Daniel P, Dierlammm J, Haralambieva E, Harder
L, Holterhus PM, Kippers R, Kube D, Lichter P, Martin-
Subero JI, Murga-Pefias EM, Pott C, Pscherer A, Schwaenen
C, Siebert R, Trautmann H, Vockerodt M, Wessendorf S,
Bentink S, Berger H, Hasenclever D, Kreuz M, Loeffler M,
Rosolowski M, Spang R, Sturzenhofecker B, Trimper L,
Wehner M., New insights into the biology and origin of ma-
ture aggressive B-cell lymphomas by combined epigenomic,
genomic, and transcriptional profiling, Supplemental Data:
Blood, v. 113, p. 2488-97.

GHSG-HD 9 Engert, A., Diehl, V., Franklin, J., Lohri, A., Dorken,

B., Ludwig, W. D., Koch, P., Hanel, M., Pfreundschuh, M.,
Wilhelm, M., Trumper, L., Aulitzky, W. E., Bentz, M., Rum-
mel, M., Sezer, O., Muller-Hermelink, H. K., Hasenclever, D.,
and Loffler, M., Escalated-dose BEACOPP in the treatment
of patients with advanced-stage Hodgkin's lymphoma:

10 years of follow-up of the GHSG HD9 study: J Clin Oncol,
v. 27, p. 4548-54.

IFM 99-02 and IFM 99-04 Harousseau, J. L., Avet-Loiseau, H.,

Attal, M., Charbonnel, C., Garban, F., Hulin, C., Michallet,
M., Facon, T., Garderet, L., Marit, G., Ketterer, N., Lamy, T.,
Voillat, L., Guilhot, F., Doyen, C., Mathiot, C., and Moreau,
P., Achievement of at least very good partial response is

a simple and robust prognostic factor in patients with mul-
tiple myeloma treated with high-dose therapy: long-term
analysis of the IFM 99-02 and 99-04 Trials: J Clin Oncol,

v. 27, p. 5720-6.

RICOVER-60 Boehme, V., Schmitz, N., Zeynalova, S., Loeffler,

M., and Pfreundschuh, M., 2009, CNS events in elderly
patients with aggressive lymphoma treated with modern
chemotherapy (CHOP-14) with or without rituximab: an
analysis of patients treated in the RICOVER-60 trial of the
German High-Grade Non-Hodgkin Lymphoma Study Group
(DSHNHL): Blood, v. 113, p. 3896-902.

Bernd HW, Ziepert M, Thorns C, Klapper W, Wacker HH,
Hummel M, Stein H, Hansmann ML, Ott G, Rosenwald A,
Muller-Hermelink HK, Barth TF, Moller P, Cogliatti SB,
Pfreundschuh M, Schmitz N, Trumper L, Holler S, Loffler M,
Feller AC; German High Grade Non-Hodgkin's Lymphoma
Study Group (DSHNHL), Loss of HLA-DR expression and
immunoblastic morphology predict adverse outcome in
diffuse large B-cell ymphoma - analyses of cases from two
prospective randomized clinical trials. Haematologica,
94(11):1569-80.

and Laffer, U., Perioperative and adjuvant chemotherapy in
colon cancer: results of SAKK trial 40/93: Int J Colorectal
Dis, v. 24, p. 351-2.

SAKK 44/00 Meta-analysis Cunningham, D., Chau, I., Stocken,

D. D., Valle, J. W., Smith, D., Steward, W., Harper, P. G.,
Dunn, J., Tudur-Smith, C., West, J., Falk, S., Crellin, A.,
Adab, F., Thompson, J., Leonard, P., Ostrowski, J., Eatock,
M., Scheithauer, W., Herrmann, R., and Neoptolemos, J. P.,
Phase Ill randomized comparison of gemcitabine versus
gemcitabine plus capecitabine in patients with advanced
pancreatic cancer: J Clin Oncol, v. 27, p. 5513-8.

SAKK 60/00 PETACC-3 EORTC 40993 Roth, A. D., Tejpar, S.,

Delorenzi, M., Yan, P., Fiocca, R., Klingbiel, D., Dietrich, D.,
Biesmans, B., Bodoky, G., Barone, C., Aranda, E., Nordlin-
ger, B., Cisar, L., Labianca, R., Cunningham, D., Van Cutsem,
E., and Bosman, F., Prognostic Role of KRAS and BRAF in
Stage Il and Il Resected Colon Cancer: Results of the Trans-
lational Study on the PETACC-3, EORTC 40993, SAKK 60-00
Trial: J Clin Oncol, 28(3):466-74. Epub 2009 Dec 14.

Bosman, F. T., Yan, P, Tejpar, S., Fiocca, R., Van Cutsem, E.,
Kennedy, R. D., Dietrich, D., and Roth, A., Tissue Biomarker
Development in a Multicentre Trial Context: a Feasibility
Study on the PETACC3 Stage Il and Il Colon Cancer Adju-
vant Treatment Trial: Clin Cancer Res,15(17):5528-33.

SAKK 75/02 Klaeser, B., Nitzsche, E., Schuller, J. C., Koberle, D.,

Widmer, L., Balmer-Majno, S., Hany, T., Cescato-Wenger, C.,
Brauchli, P., Zund, M., Pestalozzi, B. C., Caspar, C., Albrecht,
S., von Moos, R., and Ruhstaller, T., Limited predictive value
of FDG-PET for response assessment in the preoperative
treatment of esophageal cancer: results of a prospective
multi-center trial (SAKK 75/02): Onkologie, v. 32, p. 724-30.

Ribi, K., Koeberle, D., Schuller, J. C., Honegger, H., Roth, A,
Hess, V., Moosmann, P., von Moos, R., Borner, M., Lom-
briser, N., Pestalozzi, B., and Ruhstaller, T., Is a change in
patient-reported dysphagia after induction chemotherapy
in locally advanced esophageal cancer a predictive factor
for pathological response to neoadjuvant chemoradiation?
Support Care Cancer, 2009 Feb 7.

Ruhstaller, T., Widmer, L., Schuller, J. C., Roth, A., Hess, V.,
Mingrone, W., von Moos, R., Borner, M., Pestalozzi, B. C.,
Balmermajno, S., Koberle, D., Terraciano, L., Schnider, A.,
Bodis, S., and Popescu, R., Multicenter phase Il trial of pre-
operative induction chemotherapy followed by chemoradia-
tion with docetaxel and cisplatin for locally advanced es-
ophageal carcinoma (SAKK 75/02): Ann Oncol, (9):1522-8.

ESPAC-1 Carter, R., Stocken, D. D., Ghaneh, P, Bramhall, S. R,

Olah, A., Kelemen, D., Bassi, C., Friess, H., Dervenis, C.,
Spry, N., Buchler, M. W., and Neoptolemos, J. P., Longitudi-
nal quality of life data can provide insights on the impact of



adjuvant treatment for pancreatic cancer-Subset analysis of
the ESPAC-1 data: Int J Cancer, v. 124, p. 2960-2965.

Neoptolemos, J. P., Stocken, D. D., Tudur Smith, C., Bassi,
C., Ghaneh, P., Owen, E., Moore, M., Padbury, R., Doi, R,,
Smith, D., and Buchler, M. W., Adjuvant 5-fluorouracil and
folinic acid vs observation for pancreatic cancer: composite
data from the ESPAC-1 and -3(v1) trials: Br J Cancer, v. 100,
p. 246-50.

Melanoma

EORTC 18991 Bottomley, A., Coens, C., Suciu, S., Santinami, M.,
Kruit, W., Testori, A., Marsden, J., Punt, C., Sales, F., Gore,
M., Mackie, R., Kusic, Z., Dummer, R., Patel, P., Schaden-
dorf, D., Spatz, A., Keilholz, U., and Eggermont, A., Adju-
vant Therapy With Pegylated Interferon Alfa-2b Versus
Observation in Resected Stage Il Melanoma: A Phase Il
Randomized Controlled Trial of Health-Related Quality of
Life and Symptoms by the European Organisation for
Research and Treatment of Cancer Melanoma Group:
J Clin Oncol, 27(18):2916-23.

Central Nervous System

EORTC 26981/22981-NCIC Stupp, R., Hegi, M. E., Mason, W. P.,
van den Bent, M. J., Taphoorn, M. J., Janzer, R. C., Ludwin,
S. K., Allgeier, A., Fisher, B., Belanger, K., Hau, P., Brandes,
A. A., Gijtenbeek, J., Marosi, C., Vecht, C. J., Mokhtari, K.,
Wesseling, P., Villa, S., Eisenhauer, E., Gorlia, T., Weller, M.,
Lacombe, D., Cairncross, J. G., and Mirimanoff, R. O.,
Effects of radiotherapy with concomitant and adjuvant
temozolomide versus radiotherapy alone on survival in
glioblastoma in a randomised phase Ill study: 5-year analy-
sis of the EORTC-NCIC trial: Lancet Oncol, 10(5):459-66.

Uyl-de Groot, C. A., Stupp, R., and van der Bent, M., Cost-
effectiveness of temozolomide for the treatment of newly
diagnosed glioblastoma multiforme: Expert Rev Pharmac-
oecon Outcomes Res, v. 9, p. 235-41.

Outcomes Research

Dedes, K. J., Matter-Walstra, K., Schwenkglenks, M., Pestalozzi,
B. C., Fink, D., Brauchli, P., and Szucs, T. D., Bevacizumab in
combination with paclitaxel for HER-2 negative metastatic
breast cancer: an economic evaluation: Eur J Cancer, v. 45,
p. 1397-406.

Cancer Predisposition Testing and Counseling

Mai, P. L., Friedlander, M., Tucker, K., Phillips, K. A., Hogg, D.,
Jewett, M. A, Lohynska, R., Daugaard, G., Richard, S.,
Bonaiti-Pellie, C., Heidenreich, A., Albers, P., Bodrogi, I.,
Geczi, L., Olah, E., Daly, P. A., Guilford, P., Fossa, S. D.,
Heimdal, K., Liubchenko, L., Tjulandin, S. A., Stoll, H.,
Weber, W., Easton, D. F., Dudakia, D., Huddart, R., Stratton,

M. R., Einhorn, L., Korde, L., Nathanson, K. L., Bishop, D. T,,
Rapley, E. A., and Greene, M. H., The International Testicu-
lar Cancer Linkage Consortium: A clinicopathologic descrip-
tive analysis of 461 familial malignant testicular germ cell
tumor kindred: Urol Oncol, 2009 Jan 20.

Eeles RA, Kote-Jarai Z, Al Olama AA, Giles GG, Guy M,
Severi G, Muir K, Hopper JL, Henderson B, Haiman C,
Schleutker J, Hamdy FC, Neal DE, Donovan JL, Stanford JL,
Ostrander EA, Ingles SA, John EM, Thibodeau S, Schaid D,
Park J, Spurdle A, Clements J, Dickinson J, Maier C, Vogel W,
Dork T, Rebbeck T, Cooney K, Cannon-Albright L, Chappuis
PO, Hutter P, Zeegers M, Kaneva R, Zhang H, Lu YJ, Foulkes
WD, English DR, Leongamornlert DA, Tymrakiewicz M,
Morrison J, Ardern-Jones AT, Hall AL, O'Brien LT, Wilkinson
RA, Page E, Sawyer E, Edwards SM, Dearnaley DP, Saunders
E, Horwich A, Huddart RA, Khoo VS, Parker CC, Van As N,
Woodhouse CJ, Thompson A, Christmas T, Ogden C, Cooper
CS, Southey MC, Smith C, Bagnato M, Lophatananon A,
Liu JF, Collbs H, Wahlfors T, Tammela TL, Lewis S, Cox A,
Salinas CA, Koopmeiners JS, Karyadi DM, Johanneson B,
Stern MC, Corral R, Joshi AD, Shahabi A, McDonnell SK,
Collbs P, Steginga S, Batra J, Nelson C, O'Mara T, FitzGerald
L, Schirmann P, Meyer A, Kuefer R, Stefflova K, Farnham J,
Khan H, Mitkova A, The UK Genetic Prostate Cancer Study
Collaborators/British Association of Urological Surgeons’
Section of Oncology, The UK ProtecT Study Collaborators,
The PRACTICAL Consortium, Easton DF. Identification of
seven new prostate cancer susceptibility loci through a
genome-wide association study. Nat Genet, 41:1116-21.

Consulting by the SAKK CC statistics unit

Ares, C., Hug, E. B., Lomax, A. J., Bolsi, A., Timmermann, B.,
Rutz, H. P., Schuller, J. C., Pedroni, E., and Goitein, G.,
Effectiveness and Safety of Spot Scanning Proton Radiation
Therapy for Chordomas and Chondrosarcomas of the Skull
Base: First Long-Term Report: Int J Radiat Oncol Biol Phys,
75(4):1111-8.

Ghadjar, P., Schreiber-Facklam, H., Grater, R., Evers, C., Sim-
cock, M., Geretschlager, A., Blumstein, N. M., Zbaren, P.,
Zimmer, Y., Wilkens, L., and Aebersold, D. M., Quantitative
Analysis of Extracapsular Extension of Metastatic Lymph
Nodes and Its Significance in Radiotherapy Planning in Head
and Neck Squamous Cell Carcinoma: Int J Radiat Oncol Biol
Phys, 2009 Jul 31.

Langer, 1., Guller, U., Hsu-Schmitz, S. F., Ladewig, A., Viehl,
C. T., Moch, H., Wight, E., Harder, F., Oertli, D., and Zuber,
M., Sentinel lymph node biopsy is associated with improved
survival compared to level | & Il axillary lymph node dissec-
tion in node negative breast cancer patients: Eur J Surg
Oncol, v. 35, p. 805-13.



38| Publications 2009

Ruhstaller, T., von Moos, R., Rufibach, K., Ribi, K., Glaus, A.,
Spaeti, B., Koeberle, D., Mueller, U., Hoefliger, M., Hess, D.,
Boehme, C., and Thuerlimann, B., Breast cancer patients on
endocrine therapy reveal more symptoms when self-report-
ing than in pivotal trials: an outcome research study: Oncol-
ogy, v. 76, p. 142-8.

Strasser, F., Muller-Kaser, 1., and Dietrich, D., Evaluating
cognitive, emotional, and physical fatigue domains in daily
practice by single-item questions in patients with advanced
cancer: a cross-sectional pragmatic study: J Pain Symptom
Manage, v. 38, p. 505-14.

Other SAKK
Schuller, J. C., Statistik in der Onkologie. Chancen und
Gefahren: Schweizer Medical Forum, v. 9, p. 192-194.

Schuller, J. C., Mayer, M., Lanz, D., Hsu Schmitz, S.-F,,
Brauchli, P., Leupin, N., A novel diagram and complement to
the CONSORT chart for presenting multimodal clinical trials:
Contemp Clin Trials, (3):201-4.



Jahresrechnungen

Betriebsrechnung 1.Januar bis 31. Dezember (in CHF) 2009 2008
Betriebsertrag

Forschungsbeitrage SBF! 4019 850.00 3930520.00
Forschungsbeitrage diverse? 803 600.00 823410.58
Forschungsbeitrag Santésuisse 717 062.00 604 384.00
Ertrage Industriekooperationen 4126 604.45 2268112.60
Ertrage auslandische Studiengruppen 89910.11 0.00
Ertrage Krebsbulletin 326 490.00 281885.00
Spenden, Legate und Erbschaften 57 569.80 40720.00
Diverse Ertrage 287 745.52 484 918.85
Total Betriebsertrag 10428831.88 8433951.03
Betriebsaufwand

Diverser studienbezogener Aufwand —-824010.07 —-529278.75
Forschungsbeitrage IBCSG3 —250000.00 —250000.00
Forschungsbeitrdge Zentren —3009964.17 —2699123.95
Reise- und Reprasentationsaufwand —167700.44 —241480.75
Sonstiger Betriebsaufwand —-192479.10 —63649.62
Total Betriebsaufwand -4444153.78 -3783533.07
Zwischenergebnis 1 5984 678.10 4650417.96
Koordinativer Aufwand

Personalaufwand -5016747.44 -4080476.39
Sonstiger Koordinationsaufwand —1042005.77 -831077.70
Total koordinativer Aufwand -6058753.21 -4911554.09
Zwischenergebnis 2 —74075.11 261136.13
Finanzergebnis

Finanzertrag 18 536.98 131 068.35
Finanzaufwand -4695.73 —-117838.11
Total Finanzergebnis 13841.25 13230.24
Zwischenergebnis 3 -60233.86 —247905.89
Fondsverédnderungen

Auflésung Riickstellungen 3133.00 154 628.40
Auflésung Fonds 30568.00 0.00
Total Fondsveranderungen 33701.00 154 628.40
Zwischenergebnis 4 —26532.86 —93277.49
Periodenfremder Erfolg

Periodenfremder Ertrag 19736.66 58024.39
Periodenfremder Aufwand —-126850.80 0.00
Total Periodenfremder Erfolg -107 114.14 58 024.39
Vereinsergebnis -133647.00 -35253.10

1 Staatssekretariat fir Bildung und Forschung SBF

2 Krebsliga Schweiz KLS/Krebsforschung Schweiz KFS/Schweizerische Stiftung fiir Klinische Krebsforschung SSKK/Oncosuisse

3 International Breast Cancer Study Group IBCSG

| 39



40

Kontaktadresse

Schweizerische Arbeitsgemeinschaft fir Klinische Krebsforschung SAKK
Groupe Suisse de Recherche Clinique sur le Cancer SAKK

Swiss Group for Clinical Cancer Research SAKK
Gruppo Svizzero di Ricerca Clinica sul Cancro SAKK

SAKK Coordinating Center
Effingerstrasse 40

3008 Bern

Telefon 031 389 91 91

Fax 031 389 92 00
http://sakk.ch
sakkcc@sakk.ch

Konto

SAKK Spenden-Konto:

BEKB

Bundesplatz 8

3001 Bern

IBAN CH14 0079 0042 4106 0712 5

SAKK Industriepool 2009
Herzlichen Dank

an die unterstiitzenden Pharmafirmen:
Amgen Switzerland AG
AstraZeneca AG

Baxter AG

Bayer Schering Pharma (Schweiz) AG
Bristol-Myers Squibb GmbH
Celgene GmbH

EBEWE Pharma Schweiz AG

Eli Lilly Suisse S.A.

Essex Chemie AG

Genzyme GmbH
GlaxoSmithKline AG
Janssen-Cilag AG

Lipomed AG

Mepha Pharma AG

Merck (Schweiz) AG
Mundipharma Medical Company
Novartis Pharma Schweiz AG
Nycomed Pharma AG

Pfizer AG

PharmaMar S.A.U.

Robapharm AG

Roche Pharma Schweiz AG
sanofi-aventis (suisse) sa

Vifor AG

Wyeth Pharmaceuticals AG

Beitrage der 6ffentlichen Hand

und Dritter

Staatssekretariat fir Bildung und Forschung SBF
Krebsforschung Schweiz

Krebsliga Schweiz

Schweizerische Stiftung fur Klinische Krebsforschung
Private Spender



Redaktion

Claudia Herren

Gestaltung

atelierrichner.ch

Druck

RMS Repro Media Services AG, Bern



SAKK Coordinating Center
Effingerstrasse 40

3008 Bern

Telefon 031 389 91 91

Fax 031 389 92 00
http://sakk.ch
contact@sakk.ch




