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Editorial

Par le Pr Beat Thirlimann | Président du SAKK

Le présent rapport annuel rend compte des activités du
SAKK en 2010. Les études entamées, les nombreuses pré-
sentations lors de congrés internationaux et les publica-
tions dans des revues médicales de renom sont le reflet de
I'activité scientifique du Groupe.

Le symposium organisé pour le départ de I'ancien Président
du SAKK, le Pr Richard Herrmann, a été un événement
exceptionnel et l'occasion d'un compte rendu par les
groupes de projet sur les résultats des principales études
menées sous sa présidence. Le nombre d’articles, sur tous
les domaines de l'oncologie, parus dans les plus grandes
revues de cancérologie clinique était impressionnant.

Un élargissement du réseau aux institutions chargées de
la politique de recherche est requis pour I'évolution ulté-
rieure du SAKK et, d'une maniére générale, pour la re-
cherche clinique en Suisse. Le Dr Peter Brauchli, Directeur
du SAKK, et moi-méme continuerons d‘accorder l'atten-
tion nécessaire a ce besoin. Dans les années a venir, la re-
cherche clinique suisse sera confrontée a plusieurs défis,
qui sont toutefois aussi des occasions de contribuer a faire
changer les choses. Au deuxiéme semestre 2010 déja, il
s'agissait notamment de prendre de I'influence en matiére
de législation, concernant la nouvelle loi relative a la re-
cherche sur I'étre humain. Nous avons réussi, avec les
autres organisations de lutte contre le cancer en Suisse
(Groupe d'Oncologie Pédiatrique Suisse SPOG, Recherche
suisse contre le cancer RSC, Ligue suisse contre le cancer
LSC et National Institute of Cancer Epidemiology and
Research NICER), a soumettre notre requéte lors des au-
diences a la commission du Conseil national.

Au sein du SAKK, nous veillons a faire avancer la profes-
sionnalisation et a poursuivre avec résolution notre pro-
gramme d’'accroissement de l'efficacité, I'objectif étant
d’optimiser les processus internes de maniére a accélérer
le lancement des projets. Une nouvelle solution informa-
tique, entre autres, va nous aider dans ce sens.

Nous sommes ainsi parés pour bien commencer le nouvel
exercice. Je voudrais donc remercier toutes les personnes
qui ont contribué a la réussite interne et générale du SAKK
pour leur précieux travail, notamment le Dr Peter Brauchli
avec toute son équipe dirigeante.

Je tiens en outre a exprimer mes remerciements a tous
ceux gui nous ont soutenus sur le plan idéel, politique ou
financier, en particulier le Secrétariat d’Etat a I'éducation
et a la recherche SER, la fondation Recherche Suisse contre
le Cancer, la Ligue suisse contre le cancer, la Fondation
suisse pour la recherche clinique sur le cancer et nos par-
tenaires industriels dans le cadre de projets de coopéra-
tion.
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Par le Dr Peter Brauchli | Directeur du SAKK

Présentation

Le Groupe Suisse de Recherche Clinique sur le Cancer
(SAKK) est une organisation a but non lucratif qui se
consacre a la recherche clinique sur le cancer, au sens d'un
institut de recherche universitaire de portée nationale.
Au cours de I'année écoulée, le SAKK a développé, réalisé
et évalué des études cliniques. Au-dela de ¢a, il a pris part
a différents processus politiques. Il a mis son savoir et
son expérience a la disposition d'autres branches de la
recherche clinique. Grace a sa structure unique en son
genre, le SAKK offre la possibilité a ses 17 membres de
mener des recherches au plus haut niveau. Des études du
SAKK ont lieu dans plus de 50 centres en Suisse et dans
des hopitaux a I'étranger. Il en résulte un formidable réseau
de cliniciens, de chercheurs et de collaborateurs motivés.
Le symposium d'adieu organisé en I'honneur du président
sortant, Pr Richard Herrmann, au mois de juin 2010, a
mis en évidence I'évolution impressionnante du réseau au
cours des six derniéres années ainsi que la grande efficacité
et capacité de motivation de ses chercheurs.

Comité

L'année 2010 a été marquée par plusieurs nouvelles attri-
butions de poste au sein du Comité du SAKK. Au terme du
mandat maximal de six ans, le Pr Richard Herrmann a passé
les rénes au Pr Beat Thurlimann, qui a pris ses fonctions
de Président du SAKK en juillet. Les professeurs Daniel
Betticher, Martin Fey et Holger Moch et le PD Dr Arnaud
Roth ont en outre quitté le Comité. Les nouveaux membres
sont le Pr Markus Borner, le PD Dr Viviane Hess, le PD
Dr Miklos Pless et le Pr Achim Weber. Lors de sa retraite
annuelle, le Comité a défini les objectifs pour les pro-

chaines années. Il a en particulier poursuivi la mise au point
des axes stratégiques, qui sont également formulés dans
la proposition adressée au Secrétariat d’Etat a I'éducation
et a la recherche (SER) pour la période de prestations 2013
a 2016.

Le SAKK continue de concentrer ses activités de recherche
sur les domaines suivants:

— Cancer du sein

— Tumeurs gastro-intestinales

— Leucémies

— Cancer du poumon

- Lymphomes

— Tumeurs uro-génitales

— Nouveaux traitements anticancéreux

Le Groupe s'applique en outre a étendre le champ des
activités de recherche clinique a des pathologies qui dé-
passent le cadre des projets prioritaires, comme les tu-
meurs de la téte et du cou, les sarcomes, les mélanomes,
les tumeurs du SNC et les tumeurs gynécologiques.

A l'avenir, les études du SAKK doivent intégrer, outre les
concepts thérapeutiques, des aspects spécifiques de la
prévention, de la recherche sur les soins, du suivi théra-
peutique, du traitement de populations particuliéres (par
exemple les personnes agées) et des traitements palliatifs.
De plus, le SAKK s'est fixé comme but d'offrir a davantage
de patients la possibilité de participer a des études cli-
niques, et d’endosser plus souvent un réle de premier plan
dans la réalisation d'études internationales.

Groupes de projet, sections, groupes de travail

Les activités au sein du réseau du SAKK sont nombreuses
et, en conséquence, nombreuses étaient les propositions
de nouvelles études que le Comité a di évaluer pendant
I'année sous revue. Cet esprit novateur est important pour
la réalisation des objectifs; I'augmentation constante des
propositions de projet est donc trés réjouissante. Certains
groupes ont accueilli une nouvelle présidente ou un nou-
veau président. Un groupe de travail supplémentaire, dédié
aux tumeurs gynécologiques, a également été formé lors
de I’Assemblée semestrielle de novembre. La collaboration
entre oncologues et gynécologues est ici une grande prio-
rité si I'on veut pouvoir promouvoir la recherche dans ce
domaine important.
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En 2010, la nouvelle reglementation relative aux membres
de groupes de projet ayant droit de vote a été mise en
application. L'exercice du droit de vote dans un groupe de
projet dépend de la participation active aux études et de
I'inclusion de patients évaluables.

Activité de recherche en 2010

Le SAKK a inclus I'année derniere 832 patients dans 44
études cliniques, dont 546 dans des études de sa propre
conception. L'activité de recherche dans de propres études
s'est ainsi encore élargie. La part des études étrangéeres
dont le protocole n‘a pas été élaboré par le Centre de coor-
dination du SAKK a en revanche légérement baissé. Dans
I'ensemble, le Comité a validé neuf études cliniques a I'exa-
men final. Six projets ont été rejetés des I'examen initial, et
un a lI'examen final. Trois autres études ont échoué a |'exa-
men initial en raison de I'absence d'offres de soutien ou
du désistement d’entreprises. Nous sommes heureux d’an-
noncer a ce sujet la confirmation par le SER que nous satis-
faisons a toutes les exigences pour I'évaluation de projets
qui nous ont été imposées, en ce qui concerne la procédure
décisionnelle comme la séparation des pouvoirs.

En 2010, le SAKK a développé 13 études nouvelles, dont
sept ont été activées. 11 manuscripts principaux d'études
scientifiques ont été publiés pour lesquels le SAKK était
responsable ou sa participation était déterminante.

En tout, sept études du SAKK ont aussi recruté des parti-
cipants a I'étranger: en Allemagne, en France, en ltalie, en
Belgique, en Hongrie, en Pologne et aux Pays-Bas. L'ou-
verture de centres par le Groupe, dans I'UE, est rapide
pour certaines études et permet I'inclusion de patients
sans délai. Pour d'autres projets par contre, I'ouverture de
centres a I'étranger est trés complexe en raison des diffi-
cultés logistiques, et il faut s'attendre a des retards.

La sélection des patients a été trés satisfaisante dans la
plupart des études. Lorsque cette phase se déroule lente-
ment, le projet devient par contre un vrai défi. Pour pouvoir
réagir précocement, on surveille de plus en plus cet aspect
et prend contact avec les centres.

Nous nous réjouissons de I'utilisation accrue de nos bio-
banques, constituées dans le cadre d’études. Le matériel
biologique collecté est analysé et mis en relation avec des

données cliniques, dés que des questions intéressantes
sont soulevées. Nous travaillons aussi pour cela en collabo-
ration avec biobank-suisse. A noter qu‘on constate une
multiplication des questions cliniques ne portant pas sur
des médicaments.

Formations continues

En 2010, le SAKK a dispensé deux formations continues
pour médecins investigateurs et une pour coordinateurs
de recherche clinique, dans le but de professionnaliser le
travail de recherche. Le symposium State of the Art in
Oncology Research s'est tenu pour la quatrieme fois déja.
Le theme de cette édition était la médecine personnalisée
en oncologie. Ce sujet fait beaucoup débat, et les confé-
renciers de différentes spécialités ont montré que ce type
de médecine n'est certes pas une innovation récente mais
acquiert grace aux marqueurs biologiques une nouvelle
dimension en termes de traitement et de recherche. Toutes
les manifestations ont suscité un vif intérét et accueilli un
nombre important de participants des différents groupes
professionnels.

Coopérations

Les mutations rapides dans le domaine de la recherche
clinigue en Suisse placent le SAKK devant la nécessité d'af-
ficher des positions claires et de défendre ses intéréts. Pour
avoir davantage de poids — notamment dans la sphére
politique — et sensibiliser un plus large public aux enjeux
de la recherche clinique, I'organisation est de plus en plus
favorable a des rapprochements avec d'autres groupes.

La collaboration avec la Swiss Clinical Trial Organisation
(SCTO) a déja été renforcée sur le plan opérationnel. Le
SAKK est tout a fait disposé a faire partager son expé-
rience et a profiter de procédures productives de la SCTO.
Cette collaboration a montré que bien qu‘ayant un fonc
tionnement et des objectifs différents, les deux groupes
ont la méme volonté de consolider la recherche clinique en
Suisse.

Comptes annuels

Cloture des comptes annuels avec un déficit, en 2010. La
situation était prévisible depuis la fin du premier semestre.
Ce déficit est dG principalement au manque de rentrées lié
a des retards dans le lancement d'études et a une sélection
plus lente des patients. Une analyse a été réalisée et a déja



permis de prendre des mesures, comme I'amélioration du
soutien apporté dans les projets et I'injonction aux colla-
borateurs et membres du réseau de respecter les calen-
driers. Le Comité va désormais évaluer plus souvent,
lorsqu'il statue sur un projet d'étude, s'il est possible de
le réaliser dans les délais. Il a pris la décision stratégique
d’investir dans l'acquisition de ressources externes.

La prise en charge de frais qui surgiraient également dans
le cadre du traitement standard est un facteur qui a beau-
coup de poids. Selon I'interprétation actuelle des dispo-
sitions légales, le sponsor d'une étude clinique est partiel-
lement obligé de supporter aussi les frais afférents aux
procédures et aux thérapies habituelles, pour les patients
traités dans le cadre d’'études cliniques.

Electronic Data Capture (EDC)

En 2010, cing études en tout ont été implémentées dans
le systéme EDC SINATRAS, concu par le SAKK, et rendues
ainsi accessibles aux centres. Nous avons toutefois constaté
au courant de I'année que cette solution ne pouvait ré-
pondre aux exigences actuelles qu'au prix de gros investis-
sements. Aprés une évaluation poussée, la décision a été
prise d'utiliser le logiciel commercial de capture de don-
nées électroniques secuTrial® — auquel auront également
recours les unités d’essais cliniques, a l'avenir.

Programme national contre le cancer

L'arrangement du nouveau programme national contre le
cancer (NKP) 2011-2015 est en bonne voie, et la publica-
tion prévue pour 2011. Le NKP est un instrument politique
de coordination national visant a améliorer la recherche, la
prévention, le dépistage et le traitement du cancer ainsi
gue la gestion des suites de la maladie. Le SAKK a élaboré
les volets du programme relatifs a la recherche et a la thé-
rapie, et assumera la responsabilité principale de I'applica-
tion dans le domaine de la recherche. Le NKP est un outil
important pour faire avancer des procédures a |'échelon
politique et faire connaftre le SAKK en politique. Il s'agit
de I'un des principaux projets des prochaines années pour
le réseau suisse de lutte contre le cancer. Le NKP fournit
I'occasion d‘une collaboration fructueuse et appréciée
entre les différentes organisations de la Ligue contre le
cancer.

Activité politique

Le SAKK s’engage avec la Ligue suisse contre le cancer et
Oncosuisse dans le cadre du processus politique d'élabo-
ration de la loi relative a la recherche sur I'étre humain. Le
Groupe a lancé aussi d'autres procédures pour une simpli-
fication de la réalisation des travaux de recherche clinique,
et soulevé le probléme de la prise en charge des frais affé-
rents aux soins et au traitement dans les études cliniques.
Le SAKK est a I'évidence une organisation de recherche qui
jouit d'une longue expérience pratique dans la conduite
d’'études et qui est appréciée et contactée par les institu-
tions en charge de la politique de santé publique du pays.

Des rencontres de premiére importance, trés productives,
ont eu lieu avec I’Association des commissions d'éthique
de la recherche (ACER), Swissmedic, |'Office fédéral de la
santé publique (OFSP), le Secrétariat d'Etat a I'éducation et
a la recherche (SER), le Fonds national suisse (FNS) et la
Swiss Clinical Trial Organisation (SCTO).

Centre de coordination

Nous avons entamé, en 2010, une phase de consolidation
au Centre de coordination. Afin de faire face au volume
croissant d'études a concevoir et au surcroit de travail qui
en découle, les effectifs fixes du Groupe ont été étoffés
de deux personnes, comptant a la fin de I'année 2010
52 employés (43,60 ETP). La direction du service informa-
tique a été confiée a Cornelia Kruschel, qui a pris ses fonc-
tions au mois d’avril 2010. Un nouveau poste de conseiller
médical a été créé pour assister les responsables d’étude
dans I'élaboration des plans d'étude et veiller a la sécurité
des patients, avec le personnel non médical du Centre de
coordination et le président. Le Dr Arnoud Templeton tra-
vaille en tant qu’oncologue médical a I'h6pital cantonal de
St-Gall et désormais a 50 % au Centre de coordination.

Tous les collaborateurs du Centre de coordination ont fait
preuve d'un dévouement exceptionnel. Je souhaite expri-
mer toute ma gratitude aux responsables de service et
a leurs équipes pour leur engagement infatigable dans la
poursuite des objectifs du SAKK.



Membres du Comité

Président

Pr Beat Thurlimann
Hoépital cantonal
de St-Gall

PD Dr Yves Chalandon
Hopital universitaire
de Geneve

PD Dr Miklos Pless
Hoépital cantonal
de Winterthour

Vice-président
Dr Roger von Moos
Hopital cantonal de Coire

Pr Michele Ghielmini
Ospedale Regionale
Lugano

Pr Christoph Renner
Hoépital universitaire
de Zurich

Pr Stephan Bodis
Hopital cantonal d’Aarau

PD Dr Viviane Hess
Hoépital universitaire
de Bale

Pr Achim Weber
Hopital universitaire
de Zurich

Pr Markus Borner
Centre hospitalier

de Bienne

Hopital de I'lle de Berne

)

Pr Walter Richard Marti
Hoépital cantonal d’Aarau
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Cadres, distinctions, promotions du SAKK

Médecins-chefs

Pr Stefan Aebi, médecin-chef en oncologie médicale,
Hopital cantonal de Lucerne

Pr Jakob Passweg, médecin-chef en hématologie,
Hopital universitaire de Bale

Médecins dirigeants

Pr Christoph Driessen, médecin dirigeant,

Hopital cantonal de St-Gall

Pr Jens Huober, médecin dirigeant, Brustzentrum,
Hopital cantonal de St-Gall

PD Dr Florian Strasser, médecin dirigeant,

Hoépital cantonal de St-Gall

Chefs de service

Dr Federica Chiesa, cheffe de service, Brustzentrum,
Hopital cantonal de St-Gall

Dr Markus Jorger, chef de service, Brustzentrum,
Hopital cantonal de St-Gall

Dr Salomé Riniker, cheffe de service, Brustzentrum,
Hopital cantonal de St-Gall

Nominations

Pr Jane Apperley, responsable du département
Hématologie, section Médecine, Imperial College
London: membre du Conseil scientifiqgue du SAKK
Pr Markus Borner, médecin-chef en oncologie
médicale, centre hospitalier de Bienne et médecin
dirigeant en oncologie médicale, Hopital de I'lle

de Berne: membre du Comité du SAKK

PD Dr Mathias Fehr, médecin-chef, Frauenklinik,
Hopital cantonal de Frauenfeld: Coprésident du
groupe de travail Tumeurs gynécologiques du SAKK
PD Dr Viviane Hess, cheffe de service oncologique,
Hopital universitaire de Bale: membre du Comité
du SAKK

Dr Andreas Hottinger, Hopital cantonal universitaire
de Geneve: Président du groupe de travail Tumeurs
du SNC du SAKK

Dr Michael Montemurro, Centre pluridisciplinaire
d'oncologie, CHUV de Lausanne: Président du groupe
de projet Tumeurs gastro-intestinales

Pr Jakob Passweg, médecin-chef en hématologie,
Hopital universitaire de Bale: Président de la Ligue
suisse contre le cancer

PD Dr Miklos Pless, médecin-chef en oncologie
médicale, Hopital cantonal de Winterthour: membre
du Comité du SAKK

Pr Cristiana Sessa, Ospedale San Giovanni, Bellinzona:
Coprésidente du groupe de travail Tumeurs gynéco-
logiques du SAKK

Pr Simon Thompson, Directeur du MRC Biostatistics
Unit Institute of Public Health de Cambridge, R-U:
membre du Conseil scientifique du SAKK

Dr Roger von Moos, médecin dirigeant, Hopital
cantonal de Coire: Vice-président du SAKK

Pr Achim Weber, médecin dirigeant, Institut de patho-
logie clinique, Hopital universitaire de Zurich: membre
du Comité du SAKK et Président de la section Patho-
logie

Pr Franz Zimmermann, Institut de radio-oncologie,
Hopital universitaire de Zurich: Président du groupe
de travail Tumeurs de la téte et du cou du SAKK

Lauréats

Pr Jacques Bernier, service de radio-oncologie
Genolier Medical Network, Clinique de Genolier:
médaille Claudius Regaud

Dr Michael Montemurro, Centre pluridisciplinaire
d'oncologie, CHUV de Lausanne: prix GIST

Pr John O. Prior, Centre pluridisciplinaire d’oncologie,
CHUV de Lausanne: prix GIST



Assemblées semestrielles 2010 du SAKK

Assemblée semestrielle de juin

L'Assemblée semestrielle d'été du SAKK s'est tenue le
17 juin 2010, a Berne. Elle a réuni quelque 250 spécialistes
de l'oncologie, représentants de laboratoires pharmaceu-
tiques et collaborateurs du Centre de coordination du
SAKK.

Les participants a I'’Assemblée générale ont approuvé les
comptes annuels, donné décharge aux membres du Comité
et élu deux nouveaux membres pour remplacer le Pr Beat
Tharlimann de I'Hopital cantonal de St-Gall, nommé Prési-
dent du SAKK, et le Pr Martin Fey de I'Hopital de I'lle de
Berne. Le PD Dr Viviane Hess (Hopital universitaire de Bale)
et le Pr Markus Borner (Centre hospitalier de Biel-Bienne
et Hopital de I'lle de Berne) ont ainsi rejoint le Comité.
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Le SAKK a organisé dans le cadre de I'Assemblée semes-
trielle d’été un symposium d’adieu pour le Pr Richard
Herrmann. Le Pr Herrmann a quitté ses fonctions de Pré-
sident du SAKK avec effet a la fin juin, aprés le mandat
maximal de six ans. Le Pr Beat Thdrlimann lui a succédé
le 1¢" juillet 2010.

Pr Dr Markus Borner PD Dr Viviane Hess
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Dr Michael Montemurro et Pr Dr John Prior avec Helga Meier et

Pr Dr Urs Metzger du Comité du Prix.
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Assemblée semestrielle de novembre

Le SAKK a organisé son Assemblée semestrielle d’hiver les
25 et 26 novembre 2010, a Bale. Les sessions des différents
groupes de recherche ont été complétées par le sympo-
sium du SAKK et par un symposium satellite, parrainé par
les sociétés Boehringer Ingelheim et Roche Pharma (Suisse).

Pour marquer I'ouverture du symposium du SAKK, le groupe
GIST Suisse a remis le prix GIST 2010 a deux cancérologues
du CHUV de Lausanne, le Dr Michael Montemurro et le
Pr John Prior.

Ce prix d'une valeur de 10000 francs suisses récompense
chaque année les travaux scientifiques contribuant a I'amé-
lioration du traitement des tumeurs stromales gastro-
intestinales (GIST). Au cours du symposium, le Pr Richard
Herrmann, Président d'Oncosuisse, a présenté le Pro-
gramme national contre le cancer (NKP) pour la Suisse
2011-2015.

Deux nouveaux membres du Comité ont été élus et quatre
membres réélus, a I'’Assemblée générale. Les nouveaux
venus sont le PD Dr Miklos Pless de I'Hopital cantonal de
Winterthour et le Pr Achim Weber de I'Hopital universitaire
de Zurich. Le Pr Weber a été élu Président de la section
Pathologie du SAKK, qu'il représente dans le Comité.

L'’Assemblée a en outre élu a I'unanimité deux nouveaux
membres du Conseil scientifique: Jane Apperley, hémato-
logue, du Imperial College de Londres, et Simon Thomp-
son, statisticien de la MRC Biostatistics Unit, a Cambridge
(Royaume-Uni). lls succedent a Andreas Neubauer, de I'Uni-
versitatsklinikum de Marbourg, en Allemagne, et a Mahesh
Parmar, du Medical Research Council, de Londres.

Enfin, un nouveau groupe de travail pour les tumeurs gyné-
cologiques a été formé lors de cette Assemblée semes-
trielle d’hiver.

Pr Dr Achim Weber PD Dr Miklos Pless



Pr Dr Richard Herrmann

Remerciements au Pr Richard Herrmann

Le Pr Richard Herrmann a pris la présidence du SAKK en
juin 2004 alors que la recherche clinique sur le cancer en
Suisse traversait une période de crise. Une crise déclenchée
par I'instauration de la nouvelle loi sur les produits théra-
peutiques, dont les exigences ont fait partir le SAKK a la
dérive.

Le SAKK lui tenait a cceur; il avait conscience que les acti-
vités du Groupe étaient trop importantes pour la société
pour les laisser disparaitre. Il connaissait le potentiel de la
recherche clinique sur le cancer et s'est proposé d'investir
du temps et de I'énergie pour reconduire le SAKK sur la
voie du succes.

Richard Herrmann a mené le SAKK a sa position actuelle:
celle d’une organisation forte dotée d'un propre centre
de coordination. Il a appuyé la consolidation de ce centre,
accroissant ainsi sa productivité de facon déterminante si
bien qu'il est considéré aujourd’hui comme un centre de
compétence. Le SAKK a retrouvé sa place dans la recherche
clinique et acquis le statut de référence. Au sein du SAKK,
des cliniciens de diverses disciplines ménent de nouveau
ensemble des projets de recherche multimodaux. Au-
jourd’hui, les hopitaux ne veulent plus seulement conduire
des études par obligation mais parce que la recherche cli-
nique est globalement jugée étre une marque de qualité
d’un établissement et contribue a la reconnaissance inter-
nationale de l'institution et des chercheurs. La recherche
cliniqgue professionnelle est de plus en plus reconnue
comme une mesure d'assurance qualité et sert donc direc-
tement le patient.

Pendant ses six ans a la présidence du SAKK, Richard
Herrmann a dirigé le Groupe avec circonspection et clair-
voyance. Il est pour nous un modele en tant que personne
aussi. Il nous a montré ce que signifie assumer des respon-
sabilités et poursuivre des objectifs avec ténacité. Nous
remercions Richard Herrmann pour tout ce qu'il a fait
pour le SAKK, pour sa direction, pour les collaborateurs
du Centre de coordination, pour les chercheurs et pour les
patients.
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Scientific Activities

By Ursula Kihnel, Head Clinical Trial Management

Summary of Activities
In 2010, a total of 832 patients were included in 44 clinical
trials coordinated by SAKK:

2010 2009
Total patients from Switzerland 787 790
Total patients from foreign countries 45 41
Total 832 831
2010 2009
Patients  Trials  Patients  Trials
Total patients in SAKK trials 546 27 481 20
Total patients in trials
of cooperative groups 102 7 132 11
(without IBCSG)
Total patients in IBCSG trials 160 7 173 7
Total patients in Sendo trials 24 3 45 3
Total 832 44 831 a1

Trials open for accrual in 2010

Urogenital Cancers

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

SAKK 08/09 | Metformin in castration resistant prostate
cancer. A multicenter phase Il trial

STAMPEDE | Systemic therapy in advancing or metastatic
prostate cancer: Evaluation of drug efficacy. A 5-stage
multi-arm randomised controlled trial

Lung Cancer

SAKK 15/08 | Carboplatin and paclitaxel with ASA404 as
first line chemotherapy for extensive-stage small-cell
lung cancer

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

SAKK 16/08 | Preoperative chemotherapy and radiotherapy
with concomitant cetuximab in non-small cell lung can-
cer (NSCLC) patients with IlIB disease. A multicenter
phase Il trial

SAKK 17/04 | Neoadjuvant chemotherapy and extrapleural
pneumonectomy of malignant pleural mesothelioma
(MPM) with or without hemithoracic radiotherapy

SAKK 19709 | Bevacizumab, pemetrexed and cisplatin, or
erlotinib and bevacizumab for advanced non-squamous
NSCLC stratified by EGFR mutation status. A multi-
center phase Il trial including biopsy at progression
(BIO-PRO trial)

Breast Cancers

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
aromatase inhibitor: a randomized placebo-controlled
double-blind phase Il trial

SAKK 22/99 | Randomized phase Ill 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 24/09 | Safety and tolerability of bevacizumab plus
paclitaxel vs. bevacizumab plus metronomic cyclophos-
phamide and capecitabine as first-line therapy in pa-
tients with HER2-negative metastatic or locally recurrent
breast cancer. A multicenter, randomized 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 neg-
ative breast cancer and micro-metastases in the senti-
nel node

IBCSG 24-02 | BIG 2-02/ SOFT suppression of ovarian func-
tion trial (SOFT). A phase Ill 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 25-02 | A phase Il trial evaluating the role of exemes-
tane plus GnRH analogue as adjuvant therapy for pre-
menopausal 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 re-
sected 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 trastuzumab
treatment optimisation) study. A randomised, multi-
centre, open-label, phase Il study of adjuvant, lapat-
inib, trastuzumab their sequence and their combination
in patients with HER2/ErbB2 positive primary breast
cancer

IBIS-II | Prevention: anastrozole vs placebo in postmeno-
pausal women at increased risk of breast cancer
treatment: tamoxifen vs. anastrazole in postmenopau-
sal women with DCIS

Leukemias

SAKK30/07 | 5-Azacytidine to treat acute myeloid leukemia
in elderly or frail patients not suitable for intensive
chemotherapy. A multicenter phase Il trial

APL 2006 | Randomized phase Ill trial assessing the role of
arsenic trioxide and/or ATRA during consolidation
course in newly diagnosed acute promyelocytic leuke-
mia (APL)

CLL7 Randomized phase Il trial comparing early treat-
ment with fludarabine, cyclophosphamide + rituximab
versus deferred treatment in untreated Binet stage A
patients with high risk of progression

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

CML IV | Randomisierter kontrollierter Vergleich von Imati-
nib, Imatinib und Interferon, Imatinib und niedrig do-
siertes AraC, Interferon-Standardtherapie

GRAALL 2005 | Protocole multicentrique de traitement des
leucémies aigués lymphoblastiques (LAL) de I'adulte
jeune (18-59 ans)

HOVON 92| Randomized study to assess the added value of
laromustine in combination with standard remission-
induction chemotherapy in patients aged 18-65 yrs
with previously untreated acute myeloid leukemia
(AML) or myelodysplasia (MDS) (RAEB with IPSS >
=1.5). A multicenter phase Ill trial

HOVON 102 | Randomized study with a run-in feasibility
phase to assess the added value of Clofarabine in com-
bination with standard remission-induction chemother-
apy in patients aged 18-65 yrs with previously untreated
acute myeloid leukemia (AML) or myelodysplasia (MDS)
(RAEB with IPPS > 1.5)

Lymphomas

SAKK 36/06 | Everolimus (RAD0O1) for the treatment of
patients with relapsed or therapy resistant mantle cell
lymphoma

SAKK 37705 | lbritumomab 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 /1l trial

EBMT MMVAR | A randomized controlled study of Velcade
(bortezomib) plus thalidomide plus dexamethasone
compared to thalidomide plus dexamethasone for the
treatment of myeloma patients progressing or relapsing
after autologous transplantation

HD 16 | HD16 for early stages: treatment optimization trial
in the first-line treatment of early stage Hodgkin lym-
phoma; treatment stratification by means of FDG-PET

HD 18 | Therapieoptimierungsstudie in der Primartherapie
des fortgeschrittenen Hodgkin Lymphoms: Therapie-
stratifizierung mittels FDG-PET

Gastrointestinal Cancers

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

|13
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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 ad-
vanced, K-ras unmutated rectal cancer. A randomized
multicenter phase Il trial

SAKK 41/08 | Neoadjuvant radiotherapy combined with
capecitabine and sorafenib in patients with advanced,
K-ras mutated 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 75/08 | Multimodal therapy with and without cetux-
imab in patients with locally advanced esophageal car-
cinoma. An open-label phase Il trial

SAKK 77107 | External beam radiotherapy for unresectable
hepatocellular carcinoma. A multicenter phase I/1l trial

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

SAKK 77/09 | A phase | open label/phase Il randomized,
double-blind, multicenter trial investigating the combi-
nation of everolimus and TransArterial ChemoEmboli-
sation (TACE) with doxorubicin in patients with hepa-
tocellular carcinoma eligible for TACE

Supportive Care

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

New Drugs
SAKK 65/08 | Phase | trial of nelfinavir and bortezomib in
advanced hematologic malignancies

Further projects 2010

SAKK 29/10 | Comprehensive screening of a panel of breast
cancer susceptibility genes in BRCA1/BRCA2-mutation
negative families

SAKK 89/09 | End-of-life delivery of care patterns in Swiss
cancer patients

Trials activated in 2010

Urogenital Cancers

SAKK 08/09 | Metformin in castration resistant prostate
cancer. A multicenter phase Il trial

STAMPEDE | Systemic therapy in advancing or metastatic
prostate cancer: evaluation of drug efficacy. A 5-stage
multi-arm randomised controlled trial

Lung Cancer

SAKK 15/08 | Carboplatin and paclitaxel with ASA404 as
first line chemotherapy for extensive-stage small-cell
lung cancer

SAKK 16/08 | Preoperative chemotherapy and radiotherapy
with concomitant cetuximab in non-small cell lung can-
cer (NSCLC) patients with IlIB disease. A multicenter
phase Il trial

SAKK 19709 | Bevacizumab, pemetrexed and cisplatin, or
erlotinib and bevacizumab for advanced non-squamous
NSCLC stratified by EGFR mutation status. A multi-
center phase Il trial including biopsy at progression
(BIO-PRO trial)

Breast Cancers

SAKK 21/08 | Fulvestrant with or without AZD6244, a mi-
togen-activated protein kinase kinase (MEK)1/2 in-
hibitor, in advanced stage breast cancer progressing
after aromatase inhibitor: a randomized placebo-con-
trolled double-blind phase Il trial

SAKK 24/09 | Safety and tolerability of bevacizumab plus
paclitaxel vs. bevacizumab plus metronomic cyclophos-
phamide and capecitabine as first-line therapy in pa-
tients with HER2-negative metastatic or locally recur-
rent breast cancer. A multicenter, randomized phase IlI
trial

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

Leukemias

HOVON 102 | Randomized study with a run-in feasibility
phase to assess the added value of clofarabine in
combination with standard remission-induction chem-
otherapy in patients aged 18—65 yrs with previously
untreated acute myeloid leukemia (AML) or myelodys-
plasia (MDS) (RAEB with IPPS > 1.5)



Lymphomas

HD 16 | HD16 for early stages: Treatment optimization trial
in the first-line treatment of early stage Hodgkin lym-
phoma; treatment stratification by means of FDG-PET

Gastrointestinal Cancers

SAKK 75/08 | Multimodal therapy with and without cetux-
imab in patients with locally advanced esophageal car-
cinoma. An open-label phase Il trial

SAKK 77/09 | A phase | open label/phase Il randomized,
double-blind, multicenter trial investigating the combi-
nation of everolimus and TransArterial ChemoEmboli-
sation (TACE) with doxorubicin in patients with hepa-
tocellular carcinoma eligible for TACE

New Drugs
SAKK 65/08 | Phase | trial of nelfinavir and bortezomib in
advanced hematologic malignancies

Trials closed in 2010

Urogenital Cancers

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

Leukemias

SAKK30/07 | 5-Azacytidine to treat acute myeloid leukemia
in elderly or frail patients not suitable for intensive
chemotherapy. A multicenter phase Il trial

CLL 7 | Randomized phase Il trial comparing early treat-
ment with fludarabine, cyclophosphamide + rituximab
versus deferred treatment in untreated Binet stage A
patients with high risk of progression

HOVON 92 | Randomized study to assess the added value of
laromustine in combination with standard remission-
induction chemotherapy in patients aged 18-65 yrs
with previously untreated acute myeloid leukemia
(AML) or myelodysplasia (MDS) (RAEB with IPSS >
=1.5). A multicenter phase Il trial

Lymphomas

SAKK 36/06 | Everolimus (RAD0O1) for the treatment of
patients with relapsed or therapy resistant mantle cell
lymphoma

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

EBMT MMVAR | A randomized controlled study of Velcade
(bortezomib) plus thalidomide plus dexamethasone
compared to thalidomide plus dexamethasone for the
treatment of myeloma patients progressing or relapsing
after autologous transplantation

Gastrointestinal Cancers

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

New Drugs

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

SR\

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, EORTC). In the currently open trials
SAKK 21/08, SAKK 22/99, SAKK 24/09, SAKK 92/08,
IBCSG 22-00, IBCSG 24-02, IBCSG 25-02, IBCSG 35-07,
IBCSG 36-07, and IBIS-Il, 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
relationships.

After one term as co-president of the BCPG, PD Dr Georges
Vlastos, gynecologist from Geneva, did not renew his presi-
dency as the new SAKK project group regulation does not
foresee co-presidencies of project groups. Several gynecol-
ogists are members of the BCPG and also joined the re-
cently established working group gynecological cancers.

Future objectives of the BCPG are the continuation of clin-
ical 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 26/10 and SAKK
24/09 studies, health economic issues in the SAKK 24/09
trial, radiotherapy trials such as IBCSG-38-10, and ran-
domized surgical interventions.

Activities

In 2010, a total of 243 patients were included in clinical
trials with a focus on breast cancers (83 SAKK, 160 IBCSG
trials), which corresponds to an increase of accrual by
21,5 % compared to 2009.

Trials Activated in 2010

SAKK 24/09 trial | Safety and tolerability of bevacizumab
plus paclitaxel vs. bevacizumab plus metronomic cyclo-
phosphamide and capecitabine as first-line therapy in
patients with HER2-negative metastatic or locally recur-
rent breast cancer. A multicenter, randomized phase Ill
trial
The aim of this trial is the establishment of a new anti-
angiogenetic regimen with equal efficacy but lower
toxicity than the «standard» paclitaxel/bevacizumab
regimen. The trial was activated by Swissmedic in July
2010, and by the end of the year, nine patients have
been included.

SAKK 21/08 trial | Fulvestrant with or without AZD6244, a
mitogen-activated protein kinase kinase (MEK) 1/2 in-
hibitor, in advanced stage breast cancer progressing
after aromatase inhibitor: a randomized placebo-con-
trolled double-blind phase I trial
The primary objective of the trial is to assess the activ-
ity of the combination fulvestrant and AZD6244 in pa-
tients progressing after first line aromatase inhibitors.
This trial is conducted in collaboration with a Belgian
cooperative group. The trial was activated by Swiss-
medic in November 2010, and by the end of the year,
three 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

— To involve more, and especially younger, members of
the group in the design and execution of new trials

— To extend collaboration with oncologists and gynecol-
ogists working in non-acedemic centers



Portfolio Plan

These protocols are in preparation by the group:

SAKK 22/10 | Pertuzumab plus trastuzumab / chemotherapy

SAKK 26/10 | Introducing recurrence score with circumspec-

tion: An observational study in Switzerland (IRS)
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. The proposal was accepted by the SAKK
board in December 2010.

IBCSG 38-10 | A randomized phase Il study of radiation
doses and fractionation schedules for ductal carcinoma
in situ (DCIS)

Decision by the SAKK board to proceed to final assess-
ment is expected in January 2011.

IBCSG 39/11 (SPRINT) | Phase Il epirubicin alone vs. epiru-

bicin plus PARP inhibitor iniparib

Collaboration with/participation in other groups
Members of the BCPG are also active within the following
national and international breast cancer research groups:
— International Breast Cancer Study Group IBCSG

Breast International Group BIG

German Breast Group GBG

Arbeitsgemeinschaft Gynakologische Onkologie 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

Gastrointestinal cancer is a very heterogeneous group of
tumor entities. On one side of the spectrum are diseases
such as GIST that are well defined on a molecular level and
addicted to specific oncogenic pathways. Here, the prom-
ise of molecular therapy is already being fulfilled. On the
other side of the spectrum, treatment options are still dis-
mal in most gastrointestinal carcinomas due to the poly-
clonal nature of the disease and molecular targets are ur-
gently needed, for example in metastatic pancreatic cancer.
The group aims at using current knowledge on molecular
biology to design smart trials which integrate prognostic
and predictive factors, targeted drugs and the collection
of further molecular information. Examples are the trials in
GIST, in esophageal cancer, hepatocellular carcinoma (HCC)
or rectal cancer.

Wherever possible, the conduct of phase Ill trials should be
favored and successful recent examples are the trials SAKK
75/08 in esophageal cancer and SAKK 41/06 in colon can-
cer. The latter is also an example of an evolving new role
of SAKK trials to provide data on socioeconomic issues and
the pattern of care in Switzerland. Keyplayers of the Swiss
health system such as Santésuisse have recognized SAKK
as a partner to obtain important information about the
cost effectiveness of specific oncological interventions
such as bevacizumab maintenance treatment in metastatic
colon cancer (SAKK 41/06). Finally, the group wants to
help introducing novel treatment approaches in Switzer-
land by setting up operational procedures in the context
of clinical trials. Examples are chemoembolization or radio-
therapy for HCC.
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Activities

Trials activated in 2010

SAKK 75/08 | Multimodal therapy with and without cetuxi-
mab in patients with locally advanced esophageal car-
cinoma. An open-label phase Il trial

SAKK 77/09 | A phase | open label/phase Il randomized,
double-blind, multicenter trial investigating the combi-
nation of everolimus and TransArterial ChemoEmbolisa-
tion (TACE) with doxorubicin in patients with hepato-
cellular carcinoma eligible for TACE

Strategic elements for the next two years

Rectal cancer has been identified as a tumor entity where
rapid accrual is possible in Switzerland. Thus the develop-
ment of follow-up protocols for SAKK 41/07 and 41/08 is
a priority. The collaboration with Santésuisse for SAKK
41/06 is exemplary for its possible health-economical im-
pact 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 discussions. 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 pri-
vate clinics, smaller hospitals, and oncologists in private
practice. This gives the opportunity to think of models,
how SAKK can provide support for decentralized trial ac-
tivites. Another priority of the group are studies in pancre-
atic cancer, as progress in this field is painfully slow.

Portfolio Plan

These protocols are in preparation by the group:

SAKK 41/10 | Erbitux Mono st line in elderly followed by
combination with capecitabine upon progression

EORTC 40071 | Randomized phase Il study of lapatinib in
combination with ECF/ X chemotherapy in unresectable
gastric cancer

Collaboration with/participation in other groups

The group is well connected internationally. In recent years,
the center of Budapest, Hungary (Prof Dr G. Bodoky) has
contributed very actively to the accrual of the group. The
SAKK trial 75/08 in esophageal cancer is the result of
a successful collaboration with German centers led by
Prof Dr M. Stahl. Also, the European Organisation for Re-
search and Treatment of Cancer (EORTC) is an important
international partner for the SAKK. The fact that PD Dr

A. Roth has been elected president of the EORTC Gastro-
intestinal Group will further strengthen this tie. Recent
examples are protocols for metastatic Her1 or Her2 positive
gastric cancer and an eagerly expected protocol for the
adjuvant multimodal treatment of pancreatic cancer. One
further important step, which will help transatlantic con-
nections, was to recruit Prof Dr H.-J. Lenz (USC Norris Com-
prehensive Cancer Center, Los Angeles, USA) as an inter-
national expert to the group. We are very happy that he
accepted this task. His background in translational research
and his knowledge on the activities of the American coop-
erative groups will be most welcomed by the group.

Personal note

After six years | stepped down as president of the group.
It was a very satisfying task for me and | would like to thank
the members for their stimulating and always cordial inter-
actions. I am very proud to hand over the group to the new
president Dr Michael Montemurro, Centre University Hos-
pital Lausanne, in good shape. | would like to wish Michael
as much satisfaction and pleasure as | had with the group.
Thank you all!



Project Group Leukemia

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

Objectives

We undertake clinical studies covering the main topics in
acute and chronic leukemia, however currently no trials in
low risk myelodysplasia (MDS) and myeloproliferative dis-
orders (MPD). The project group collaborates with interna-
tional study groups in developing and performing phase
[I-11l trials. But still, more participation of Swiss members
in international cooperative groups is desirable. Phase I-l|
trials testing new compounds and combinations are being
developed; the main goal is to develop SAKK trials in spe-
cific niches, for example hairy cell leukemia, AML relapse,
CLL relapse, frail or elderly patients suffering from leuke-
mia. The project group also participates in international
working groups.

We have established a platform for younger clinical re-
searchers, and some younger investigators are now in-
volved in SAKK trials. The group will check to take over the
lead in Phase lll trials. The objective to have active mem-
bers working in the field of acute and chronic leukemia has
been partially achieved as still too few members are active
(around 10-15). It is desirable that smaller centers partici-
pating in SAKK become more involved in the studies of the
Project Group Leukemia and particularly in chronic leuke-
mia trials (partially achieved) to still improve the accrual in
trials. In order to improve our capacity to include patients
in trials of chronic leukemia, we are evaluating a possibility
of collaboration with private practitioners in onco-hema-
tology.

Activities

Trials activated in 2010

SAKK65/08 | In collaboration with the Phase I project group
and the lymphoma project group: Synergistic targeting
of the endoplasmic reticulum stress response with nelf-
inavir 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 re-
sponse) activity by nelfinavir in combination with bort-
ezomib in patients with advanced hematopoetic malig-
nancies and to establish the recommended dose for
phase Il. The trial was activated in July 2010.

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

Randomized study with a run-in feasibility phase to as-
sess the added value of clofarabine in combination with
standard remission-induction chemotherapy in patients
aged 18-65 years with previously untreated acute my-
eloid leukemia (AML) or myelodysplasia (MDS) (RAEB
with IPSS = 1.5)
The trial is divided into 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 | and Il in patients with
AML/RAEB with IPSS = 1.5 in a prospective compari-
son to standard induction cycles | and Il without clo-
farabine. The main objective of part B will be to evalu-
ate the effect of clofarabine at the selected feasible
dose level when combined with remission induction
chemotherapy cycles | and Il with regards to clinical
outcome («event-free survival») in comparison to remis-
sion induction cycles | and Il with no addition of clo-
farabine in a phase Ill study. The trial was activated in
September 2010.

Strategic elements for the next two years

— To improve the accrual of chronic leukemia patients in
trials (with help of the smaller SAKK centers to initiate
the trials, find a solution to interact with private prac-
titioners in hemato-oncology and to make the inclusion
of their patients in SAKK trials possible)

— To set up a trial for low risk MDS patients

— 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
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— To develop phase Il trials in specific niches such as hairy
cell leukemia, relapsed AML or CLL

— To stimulate translational research projects (prognostic
Minimal Residual Disease MRD) as well as study of leu-
kemic stem cells, leukemogenesis, genomic and prot-
eomic) as this has been insufficiently done for the last
years. We need to increase collaboration with research
laboratories

— To improve the input of SAKK participation in interna-
tional phase lll trials

Portfolio Plan

These protocols are in preparation by the group:

EBMT RIC-MUD AML | A Randomized Phase Ill study compar-
ing 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 chemo-
therapy.

The initiation of the trial in Switzerland was delayed
due to a new major amendment to the trial protocol
and the trial will be activated in 2011.

PROMYSE | This study is a European registry study for APL
relapsing patients under the auspices of the European
LeukemiaNet (ELN). This is already running in seven
countries in Europe and the Leukemia Project Group is
going to join this study in 2011. As different treatment
options for relapsed APL are now available, it is neces-
sary to assess their efficacy and safety in order to assess
the most suitable therapeutic strategies for various APL
patient groups. Given the rarity of this disease and the
limited number of patients relapsing after first-line
therapy, it is essential that such a trial is implemented
on a pan-European basis to ensure a sufficient number
of patients will be included in a reasonable period of
time.

SAKK 31/10 | High dose lenalidomide in combination with

sorafenib and nelfinavir in elderly and unfit patients
with de novo acute myeloid leukemia: a phase 1/1l trial.
The objective of the phase | part of the study is to de-
termine the MTD, dose limiting toxicities and tenta-
tively recommended dose for high dose lenalidomide
(50 mg/d) combined with nelfinavir and sorafenib in
patients with AML.

The objective of the phase Il part is to determine the
efficacy and safety of this combination induction regi-
men at the recommended dose, followed by a lena-
lidomide maintenance phase in responding patients.

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 investigate new
drugs that act in combination with standard chemo-
therapy 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 sever-
ity of toxicities and the durations of neutropenia and
thrombocytopenia) and select a 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 tol-
erability of drug X added to standard induction chemo-
therapy for AML (frequency and severity of toxicities
and the durations of neutropenia and thrombocytope-
nia) with regards to the selected dose level of drug X.
2. To assess in a randomized comparison the effect of
drug X on the CR rate.

CML V, Chronic Myeloid Leukemia | A trial with the German

Study Group which should follow the CML IV protocol.
The trial is still under discussion in the project group
and in the German Study Group.

GRAALL 2012 (follow up GRAALL 2005) | This will be the fol-

low-up study for ALL patients (T-ALL, B-ALL, Ph+ B-ALL)
in collaboration with the French groups LALA and
GOELAMS and the Belgian group (the GRAALL group
is the collaborative group including GOELAMS, LALA
and SAKK groups).

The trial is under discussion in the GRAALL group and
should be ready to start in 2012.



Follow up trial of SAKK 30/07 | An 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 the new drug sapacitabine with standard of
care. A follow-up in HCL is under discussion.

Collaboration with/participation in other groups

The Leukemia Project Group collaborates with the Lym-
phoma Project Group and the Project Group New Antican-
cer Drugs within the SAKK and with the following other
groups:

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 and 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 LeukemiaNet (ELN)

The European Group for Blood and Marrow Trans-
plantation (EBMT)

Project Group Lung Cancer

Presidents:

1

PD Dr Miklos Pless, Department of Medical Oncology
and Tumor Center, Cantonal Hospital Winterthur
Prof Dr Walter Weder, Division of Thoracic Surgery,
University Hospital Zurich

Objectives

The Lung Cancer Project Group creates and organizes
trials for patient care in order to treat as many Non-
Small Cell Lung Cancer (NSCLC) patients in trials (stage
IV) as possible

It establishes a network of Swiss lung cancer centers
with multidisciplinary thoracic capacity (stage llIB/111A),
as well as a basis for translational research (tissue bank-
ing)

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
One important objective is to promote the careers of
young investigators by supporting the take-over of the
principal investigator function in SAKK Lung Cancer
protocols

Activities
Activated trials in 2010
SAKK15/08, SCLC | Carboplatin and paclitaxel plus ASA404

as first line chemotherapy for extensive-stage small-cell
lung cancer (SCLC). A phase Il trial

The main objective is the efficacy and feasibility of this
combination in SCLC. The trial opened in April and 16
patients have been enrolled in 2010.

SAKK16/08, NSCLC | Preoperative chemo-radiotherapy

combined with concomitant cetuximab in non-small
cell lung cancer (NSCLC) patients with IlIB disease. A
multicenter phase Il trial
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The objective of this trial is to evaluate activity and
safety of sequential neoadjuvant chemo-radiotherapy
with concomitant targeted therapy of cetuximab in op-
erable stage llIB NSCLC patients. Seven patients were
included since June 2010.

SAKK 19/09, NSCLC | Pemetrexed, cisplatin and bevaci-

zumab, or erlotinib and bevacizumab for metastatic
adenocarcinoma of the lung according to EGFR muta-
tion status: a multicenter phase Il study including bi-
opsy at progression (BIOPRO trial)
The main objective is to demonstrate that tailored ther-
apy, according to tumor histology and EGFR mutation
status, and the introduction of novel drug combina-
tions in the frontline treatment of advanced NSCLC is
promising for further investigation.

Strategic elements for the next two years

To complete our portfolio of studies by

— joining a new adjuvant study for early stage NSCLC

— starting a new trial in SCLC, extensive disease

— possibly finding other interesting areas of research
(e.g. mesothelioma stage 1V, SCLC LD, inoperable
stage IlIB NSCLC etc.)

To start working on follow-up protocols in our core
indications:

— stage IIIA/N2, follow-up for SAKK 16/00

— operable Stage llIB, follow-up for SAKK 16/08

— stage IV NSCLC, follow-up for SAKK 19/09

To strengthen the cooperation with other cooperative
groups, e.g. the Belgian group in Leuven or the German
group in Freiburg i.B., and to find new international
partners

— To support the European Thoracic Oncology Platform
(ETOP)

— To establish a translational research network, evaluat-
ing biological questions with material from our previ-
ous trials

— To establish a tissue bank for lung cancer

Collaborations with/participation in other groups:
— Freiburg im Breisgau

— Leuven (Belgium)

— European Thoracic Oncology Platform ETOP

Project Group Lymphoma

President:
PD Dr Emanuele Zucca, Oncology Institute of
Southern Switzerland (IOSI) Bellinzona

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 improve the cure and the treatment
of patients with lymphoma, by developing and leading
some innovative clinical trials accessible to as many pa-
tients as possible in Switzerland. Another objective of the
Project Group Lymphoma is to establish and maintain an
active scientific collaboration with other international col-
laborative groups, such as the HD group in Germany and
the EMN group in Europe. The project group should be
a platform for young clinical investigators and should stim-
ulate and promote translational research for a better un-
derstanding of lymphoid malignancies with the aim to
improve the treatment of the patients and to personalize
the cure depending on the different subgroups.

Activities

Trials Activated in 2010

HD 16 | Treatment optimization trial in the first-line treat-
ment of early stage Hodgkin lymphoma, treatment
stratification by means of FDG-PET
The aim of the HD16 trial is to individualize treatment
for each patient by adapting it to early response after
two cycles of chemotherapy ABVD (adriamycin, bleo-
mycin, vinblastine and dacarbazine). A further aim of
the trial is to assess the efficacy of standard therapy in
the subgroups of PET-positive (S+ and E+) and PET-
negative patients (S-).



Strategic elements for the next two years

The project group will continue to focus on the collabora-
tions with other international collaborative groups as key
element for the immediate future. These collaborations will
have to produce sound clinical studies in a very competitive
field while allowing a high international visibility for the
SAKK.

A most important problem of the Lymphoma PG during
the past year has been the relevant reduction in patient
accrual. This is largely dependent on the closure of the
trials SAKK 36/06 and 38/07 on mantle cell lymphoma
and diffuse large cell lymphoma respectively and to the
persistent lack of a new follicular lymphoma study.

The most important element for the immediate future is to
initiate again a trial for follicular lymphoma patients. In-
deed, the SAKK 35/10 study of rituximab plus lenalido-
mide versus rituximab monotherapy in untreated follicular
lymphoma patients is approved by the Ethics Committee
in the Canton of Ticino (the lead EC) and by Swissmedic.

This open-label, multicenter, randomized phase Il trial will
be conducted in collaboration with the Nordic Lymphoma
Group. The long-term results of the pivotal SAKK 35/98
study have been published last year (Martinelli et al., 2010,
Journal of Clinical Oncology) and obtained enormous inter-
est of the scientific community confirming that the devel-
opment of chemotherapy-deferral strategies in the front-
line treatment of follicular lymphoma is a worthwhile
objective.

SAKK 39/10 is under development and aims to treat re-
lapsed myeloma patients after failure of the lenalido-
mide/dexamethasone treatment. Also, in this case a new,
innovative way for the management of this type of patients
is proposed with the use of nelfinavir and lenalidomide.

Another important objective is to set up a fruitful collabo-
ration with the International Extranodal Lymphoma Study
Group (IELSG) which is running several studies in extra-
nodal lymphomas. Indeed, a general agreement for a reg-
ular collaboration between SAKK and IELSG has been
reached.

The HD 17 trial for early unfavourable Hodgkin Lymphoma
is also a new project for 2011. The IELSG-32 randomised
study on the front-line therapy of primary CNS lymphoma
is planned to be activated in 2011. The development of the

next trial in diffuse large B-cell lymphoma is in advanced
planning stage. We are considering joining a large interna-
tional randomized phase IlI trial launched by UK Cancer
Research (REMo). In this study, patients with the diagnosis
of DLBCL will either be treated with 6 x R-CHOP-21 or the
same protocol including bortezomib. There are not many
academic groups performing innovative trials in DLBCL and
this is one of the few that asks an important research ques-
tion (addition of bortezomib) and prospectively collects
tissue samples for gene expression analysis.

Portfolio Plan

These protocols are in preparation by the group:

SAKK 35/10 | Rituximab plus lenalidomide or rituximab
monotherapy for untreated patients with follicular lym-
phoma in need of therapy. A randomized, open-label,
multicentre phase Il trial

EMN-02/HOVON 95 MM | A randomized phase Ill study to
compare bortezomib, melphalan, prednisone (VMP)
with high dose melphalan followed by bortezomib, le-
nalidomide, dexamethasone (VRD) consolidation and
lenalidomide maintenance in patients with newly diag-
nosed multiple myeloma

Collaboration with/participation in other groups

—  While, as suggested by the SAKK Board, collaboration
with the Intergroupe Francophone du Myélome (IFM)
has been discontinued in 2010, the project group has
begun to set up a collaboration with the European My-
eloma Network with the aim to actively participate in
EMN trials

— German Hodgkin Study Group (HD trials)

— Nordic Lymphoma group (follicular lymphoma trial)

— European Mantle Cell Lymphoma Network

— International Extranodal Lymphoma Study Group
(IELSG)
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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 set up within the SAKK a network of Phase | prinicipal
investigators who have contacts with drug companies in-
volved in drug development to enlarge the SAKK portfolio.
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 support the implemen-
tation of investigator promoted studies.

Activities

Trials Activated in 2010

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 has been developed in collaboration with the
Project Group Leukemia and the Project Group Lym-
phoma. Patients are being 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 con-
ducted in two centers in Switzerland and in one center
in Italy.

Collaboration with/participation in other groups

— Project Group Leukemia

— Project Group Lymphoma

— SENDO Southern Europe New Drugs Organization

Project Group Urogenital Tumors

Presidents:

1 PD Dr Silke Gillessen, Department of Internal Medicine
Division, Divison Medical Oncology-Hematology,
Cantonal Hospital St.Gallen

2 Prof Dr George Thalmann, Urology Department,
University Hospital Berne

Objectives

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

— The integration of all disciplines involved in the treat-
ment of urogenital cancers is warranted and still ongo-
ing. There was remarkably more active input from
radio-oncologists during the last year and one radio-
oncological trial (SAKK 09/10) will be opened in the
beginning of 2011

— We hope to further enhance the interest of young urol-
ogists in our group, and therefore develop more trials
of urological interest

— In the field of prostate cancer, large studies should be
performed by the PGU

— The PGU aims to collaborate with international research
groups like the Medical Research Council (MRC) or the
German Group for Testicular Cancer



Activities

Trials Activated in 2010

SAKK 08/09 | Metformin in castration resistant prostate
cancer: A multicenter phase Il trial
The main objective of the trial is the assessment of
activity and safety of metformin as first-line therapy in
non-rapidly progressive castration resistant prostate
cancer (CRPC). The trial has been activated in Novem-
ber 2010 and by the end of the year, two patients have
been included.

STAMPEDE | Systemic therapy in advancing or metastatic
prostate cancer: Evaluation of drug efficacy. A 5-stage
multi-arm randomised controlled trial
The overall primary outcome measure for the trial is
overall survival (all-cause mortality).

Strategic elements for the next two years

— To focus on prostate cancer in early asymptomatic and
oligosymptomatic slowly progressing castration re-
sistant disease before chemotherapy and in second line
therapy after docetaxel including maintenance therapy

— To intensify 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
radio-oncologists to join the group and facilitate their
start in designing and conducting trials

— To ameliorate the multidisciplinary approach in the field
of urogenital tumors

— To strengthen the collaboration with international
groups like the Medical Research Council MRC and
other international centers

Portfolio Plan

According to the above mentioned strategy, we opened
the successor trial of SAKK 08/08 called SAKK 08/09 (us-
ing metformin instead of everolimus and having stricter
inclusion criteria) and a successor trial of SAKK 08/07 is
under discussion (maintenance therapy with a CYP-17 in-
hibitor after first line therapy with a taxane).

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 Il trial

(docetaxel +/-cetuximab) is of interest for us and the com-
pany. Translational research could be helpful to define bio-
markers for stratification. For a phase Il trial we would
need international collaboration.

The trial SAKK 09/10 (dose intensified salvage radiother-
apy in biochemically relapsed prostate cancer without
macroscopic disease. A randomized phase Ill trial) was ac-
tivated in January 2011 and is led by the radio-oncologists.
Additionally, trials in seminoma Stage Il A and B and a
follow-up trial for patients with testicular cancer have been
proposed.

Collaboration with/participation in other groups

The STAMPEDE trial is conducted in collaboration with the
MRC. More intensive collaboration with the MRC is hope-
fully made possible by our external advisor Dr Thomas
Powles. A potential collaboration with the German Tes-
ticular Cancer Group is planned in the field of follow up of
testicular cancer patients and in seminoma patients with
stage Il A and B.

The maintenance trial with a CYP-17 inhibitor is planned
to be performed in collaboration with other selected cent-
ers, experienced in the treatment of metastatic prostate
cancer.
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Sections

Section Pathology 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 the SAKK rules for translational
research and biobanking

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

Short Introduction

The section 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 diagnoses; the goal
of such a review is quality assurance

— Establishment of novel predictive tests, e.g. KRAS
testing in colorectal cancer or BRAF-testing in
melanoma

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

Activities 2010

The Section Pathology is involved in more than 20 SAKK
trials. The section members also play an important role in
the activities of the IBCSG, both on a practical level by
contributing patient material and on an intellectual and
leadership level. Further, section members continue to en-
roll patient material in earlier studies and in new SAKK
trials. Such trials include activities in the Lung Cancer Pro-
ject Group (SAKK 16/08, SAKK 17/04), Lymphoma (SAKK
38/07, SAKK 36/06), Urogenital Tumors (SAKK 08/07,
SAKK 08/08) and the Working Groups Melanoma (SAKK
50/07), Head and Neck Cancer (SAKK 10/94) and others.
These activities include the collection of biomaterial, trans-
lational research and predictive tests.



Section Radio-Oncology

President:
PD Dr Ludwig Plasswilm, Department of Radio-Oncology,
Cantonal Hospital St.Gallen

Short introduction

The Section Radio-Oncology aims to design and develop
new trials in the field of radiotherapy. It functions as a
platform to promote new multicenter trials in the SAKK
community. Quality assurance becomes a main issue.

Main activities 2010

In 2010, the members of the SAKK Section Radio-Oncol-
ogy focused mainly on possible opportunities to increase
the activities of radiation oncology within SAKK trials. The
section is involved in many SAKK trials. Section members
continue to enrol patients in ongoing studies. Such trials
include activities in the gastrointestinal group, the lung
cancer group, lymphoma, urogenital tumors and others. In
general, the completion of patient forms requires the en-
gagement of many radiation oncologists in a wide range
of ongoing trials.

In 2010, the section was able to start with a quality assur-
ance (QA) program within a new phase Ill trial on locally
advanced esophageal carcinoma (SAKK75/08). This QA
procedure is based on the review of radiotherapy docu-
ments of individual patients randomized in that trial. A
new internet-based platform was created to enable the
safe and fast transfer of individual radio-oncology plans
between the treating centers and the center responsible
for the review procedure.

In cooperation with the group of urogenital tumors, the
Section Radio-Oncology was able to develop a new proto-
col on dose escalation in radiation therapy of biochemically
relapsed prostate cancer (SAKK 09/10). The trial objectives

are the assessment of tumor control, toxicity and quality
of life after dose-intensified salvage radiotherapy. Patient
accrual of this randomized phase Il trial will start 2011.

Outlook

— To involve the radiation oncologists in the early phase
of trial development

— Toimplement new trials focusing on radiation oncology
related questions

— To establish statements of the Section Radio-Oncology
on all new SAKK trials with any relation to radiation
oncology

— To establish radiotherapy quality assurance procedures
for all new SAKK trials when radiotherapy is part of the
protocol
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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)

Objectives of the Network

The aims of the Network for CPTC are:

— To harmonize the clinical practice of counseling and
management of at-risk individuals according to interna-
tional guidelines

— To collect clinical and molecular data from families with
inherited cancer-predisposing syndromes

— To consolidate the collaboration with molecular ge-
neticists in charge of cancer predisposition testing

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

— Toinform and educate health professionals and the lay
community on predictive oncology

Activities 2010 and Outlook

More than 450 new families with familial/hereditary can-
cer syndromes have been managed in Switzerland this
year. Seventeen centers located in 10 cities are in charge of
genetic counselling and evaluation for cancer predisposi-
tion testing according to the Swiss regulation (KVL/OPAS/
OPre art.12d, let. f).

Swiss guidelines for genetic counselling referral for indi-
viduals with personal and/or family history of breast/ovar-
ian cancer have been prepared. These guidelines will help
clinicians to identify cases where a familial aggregation
or a syndrome of hereditary breast/ovarian cancer should

be suspected, and an adequate management could be pro-
posed. These guidelines will be submitted for publication
in several Swiss medical journals.

Since 2004, 60 women have been included in the ongoing
IBIS Il Prevention and DCIS randomized double blind con-
trol trials (evaluation of anastrozole as an effective method
of preventing breast cancer in postmenopausal women at
increased risk of the disease).

Based on data collected by members of the Network, a mo-
lecular research project entitled «Comprehensive screening
of a panel of breast cancer susceptibility genes in BRCA1/
BRCA2-mutation negative families» has been granted this
year by the SAKK and the Swiss Cancer League. The aim
of this project is to evaluate the incidence of germline al-
terations in a set of candidate breast cancer predisposing
genes in highly selected non-BRCA1/BRCA2-related breast
cancer families using a customized array-based high-
throughput resequencing strategy.

The aim of a genetic counselor’s PhD thesis is to get an
overview of the epidemiology of BRCA1 and BRCA2 germ-
line alterations in Switzerland: genotype-phenotype asso-
ciation, ancestral mutation, value of available prediction
models of constitutional mutations.

In June 2010, Prof Dr André Sappino stepped down from
his role as co-president of the network. We thank him for
his commitment during the past years.



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

Network Activities in 2010 and Outlook

A key activity of the Network is to perform health-eco-
nomic analyses (HEA) alongside clinical trials. Although
Switzerland has no institution like NICE (National Institute
for Health and Clinical Excellence) 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 infor-
mation will become important for healthcare decision
making.

Prospective health economic evaluations were imple-
mented as sub-projects in four SAKK trials and one trial in
cooperation with the Central European Society for Anti-
cancer Drug Research CESAR as mentioned below. Data
collection procedures and clinical report forms were devel-
oped and the preference-based quality of life question-
naire EQ-5D was included. For several studies, data collec-
tion and data monitoring is being performed (start July
2010).

Retrospective data collection for some ongoing SAKK trials
was continued. For one trial, a protocol amendment was
written and accepted in order to cover revised HEA meth-
odology.

The outcomes research study SAKK 89/09 «Delivery of
care at the end of life of cancer patients in Switzerland»,
in collaboration with the insurance company Helsana and

four cancer registries, has been approved by the ethical
committees of the participating cantons as well as by the
«Eidgendssische Expertenkommission fir das Berufsge-
heimnis in der medizinischen Forschung». To provide the
data basis for this study, insurance company and cancer
registry data merging will start in 2011.

Two literature-based HEA were published:

1. Joerger M, Matter-Walstra K, Fruh M et al. Addition of
cetuximab to first-line chemotherapy in patients with
advanced non-small-cell lung cancer: a cost-utility anal-
ysis. Ann Oncol 2010.

2. Matter-Walstra KW, Dedes KJ, Schwenkglenks M et al.
Trastuzumab beyond progression: a cost-utility analysis.
Ann Oncol 2010.

One new literature-based HEA has been finalised and will
be submitted for publication in 2011:

K.M. Matter-Walstra, M. Joerger, U. M. Kiihnel, T. Scuzs,
B.C. Pestalozzi, M. Schwenkglenks, Cost effectiveness of
maintenance pemetrexed in patients with advanced non
squamous-cell lung cancer from the perspective of the
Swiss health care system.

The study is based on the results of Ciuleanu T, Brodowicz
T, Zielinski C et al. «Maintenance pemetrexed plus best
supportive care versus placebo plus best supportive care
for non-small-cell lung cancer: a randomised, double-
blind, phase 3 study». Lancet 2009; 374: 1432-1440, and
will address the problem of missing resource use informa-
tion for best supportive care in cost-effectiveness analyses.

Networking activities

At the semi-annual SAKK meeting in November 2010, Dr
Klazien Matter Walstra held a presentation on small area
analysis and the potential relevance of this methodology
for Switzerland.

Trials involving a health economic analysis

SAKK 35/03 (closed for accrual) | Comparing two schedules
of rituximab maintenance in rituximab-responding pa-
tients with untreated, chemotherapy resistant or re-
lapsed 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 par-
tially use claims data from insurance companies and will
model costs and effects using a life-long time horizon.
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SAKK16/00 (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
Il 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 prep-
aration.

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 (Part Il will open in 2011) | A phase | open la-
bel/phase Il randomized, double-blind, multicenter
trial investigating the combination of everolimus and
TransArterial ChemoEmbolisation (TACE) with doxoru-
bicin in patients with hepatocellular carcinoma eligible
for TACE
Prospective HEA sub-project in Phase Il included.

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

SAKK 24/09 (open) | Safety and tolerability of bevacizumab
plus paclitaxel vs. bevacizumab plus metronomic cyclo-
phosphamide and capecitabine as first-line therapy in
patients with HER2-negative metastatic or locally recur-
rent breast cancer. A multicenter, randomized phase Ill
trial
Prospective HEA sub-project included.

SAKK 89/09 (open) | End-of-life delivery of care patterns in
Swiss cancer patients
Project ongoing.

CEPAC-TDM study (start 2011) | In cooperation with CESAR
Central European Society for Anticancer Drug Research.
An open-label, randomized, parallel group study of
patients treated with paclitaxel with standard dosing
versus pharmacokinetic quided dose adjustment in
patients with advanced NSCLC
Prospective HEA sub-project included.

Collaboration with/participation in other groups

The network initiated a project-level cooperation with dif-
ferent institutions active in the field of cancer, for example
with insurance companies and the National Institute for
Cancer Epidemiology and Registration (NICER). An inten-
sive collaboration with NICER concerning data merging of
cancer registries and other data sources is ongoing.

The network also applied for membership in the Swiss
Network for Health Technology Assessment SNHTA. The
answer to this request is expected in 2011.



Publications 2010

SAKK and Collaborating Groups
Lung Cancers

IALT Arriagada R, Dunant A, Pignon JP, Bergman B,
Chabowski M, Grunenwald D, Kozlowski M, Le Péchoux C,
Pirker R, Pinel M, Tarayre M, Le Chevalier T. Long-term
results of the international adjuvant lung cancer trial evalu-
ating adjuvant Cisplatin-based chemotherapy in resected
lung cancer. J Clin Oncol. 2010 Jan 1;28(1):35-42.

Breast Cancer

SAKK 24/06 Rochlitz C, Ruhstaller T, Lerch S, Spirig C,
Huober J, Suter T, Bihlmann M, Fehr M, Schénenberger A,
von Moos R, Winterhalder R, Rauch D, Mdiller A, Mannhart-
Harms M, Herrmann R, Cliffe B, Mayer M, Zaman K; on be-
half of the Swiss Group for Clinical Cancer Research (SAKK).
Combination of bevacizumab and 2-weekly pegylated lipo-
somal doxorubicin as first-line therapy for locally recurrent
or metastatic breast cancer. A multicenter, single-arm phase
I trial (SAKK 24/06). Ann Oncol. 2010 Jul 1. [Epub ahead
of print]

ESO-MBC Pagani O, Senkus E, Wood W, Colleoni M, Cufer T,
Kyriakides S, Costa A, Winer EP, Cardoso F; on behalf of
the ESO-MBC Task Force. International Guidelines for
Management of Metastatic Breast Cancer: Can Metastatic
Breast Cancer Be Cured? J Natl Cancer Inst. 2010 Mar 10.
[Epub ahead of print]

BIG 1-98 Phillips KA, Aldridge J, Ribi K, Sun Z, Thompson A,
Harvey V, Thirlimann B, Cardoso F, Pagani O, Coates AS,
Goldhirsch A, Price KN, Gelber RD, Bernhard J. Cognitive
function in postmenopausal breast cancer patients one year
after completing adjuvant endocrine therapy with letrozole
and/or tamoxifen in the BIG 1-98 trial. Breast Cancer Res
Treat. 2010 Nov 3. [Epub ahead of print].

Antonov J, Popovici V, Delorenzi M, Wirapati P, Baltzer A,
Oberli A, Thurlimann B, Giobbie-Hurder A, Viale G,
Altermatt HJ, Aebi S, Jaggi R. Molecular risk assessment
of BIG 1-98 participants by expression profiling using RNA
from archival tissue. BMC Cancer. 2010 Feb 9;10(1):37.
[Epub ahead of print]

IBCSG 11-93 Paridaens RJ, Gelber S, Cole BF, Gelber RD,
Tharlimann B, Price KN, Holmberg SB, Crivellari D,
Coates AS, Goldhirsch A. Adjuvant!((c)) Online estimation
of chemotherapy effectiveness when added to ovarian
function suppression plus tamoxifen for premenopausal
women with estrogen-receptor-positive breast cancer.
Breast Cancer Res Treat. 2010 Feb 27. [Epub ahead of print]

Early Breast Cancer Trialists’ Collaborative Group (EBCTCG),
Correa C, McGale P, Taylor C, Wang Y, Clarke M, Davies C,
Peto R, Bijker N, Solin L, Darby S. Overview of the ran-
domized trials of radiotherapy in ductal carcinoma in situ
of the breast. J Natl Cancer Inst Monogr. 2010(41):162-77.

Leukemia

SAKK 33/99 Passweg JR, Giagounidis AA, Simcock M, Aul C,
Dobbelstein C, Stadler M, Ossenkoppele G, Hofmann WK,
Schilling K, Tichelli A, Ganser A. Immunosuppressive
Therapy for Patients With Myelodysplastic Syndrome:

A Prospective Randomized Multicenter Phase Ill Trial
Comparing Antithymocyte Globulin Plus Cyclosporine
With Best Supportive Care-SAKK 33/99. J Clin Oncol.
2011 Jan 20;29(3):303-9. Epub 2010 Dec 13.

SAKK 34/02 Leupin N, Schuller JC, Solenthaler M, Heim D,
Rovo A, Beretta K, Gregor M, Bargetzi MJ, Brauchli P,
Himmelmann A, Hanselmann S, Zenh&usern R. Efficacy
of rituximab and cladribine in patients with chronic lympho-
cytic leukemia and feasibility of stem cell mobilization:

a prospective multicenter phase Il trial (protocol SAKK
34/02). Leuk Lymphoma. 2010 51:613-619

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 promye-
locytic leukemia after treatment wtih all trans retinoic acid
and chemotherapy: the European APL Group experience.
Blood. 2010 Mar 4;115(9):1690-6.

GRAALL-2003 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, Chalandon Y,
Vernant J. P, Rousselot P, Macintyre E, Ifrah N, Dombret H,
and Bene M. C, 2009, Adverse prognostic significance of
CD20 expression in adults with Philadelphia chromosome-
negative B-cell precursor acute lymphoblastic leukemia.
Haematologica. 2010 Feb;95(2):324-8.

HOVON Lugthart S, Groschel S, Beverloo HB, Kayser S, Valk PJ,
van Zelderen-Bhola SL, Ossenkoppele GJ, Vellenga E,
Eva VD, Schanz U, Verhoef G, Vandenberghe P, Ferrant A,
Kéhne CH, Pfreundschuh M, Horst HA, Koller E, von
Lilienfeld-Toal M, Bentz M, Ganser A, Schlegelberger B,
Jotterand M, Krauter J, Pabst T, Theobald M, Schlenk RF,
Delwel R, Dohner K, Léwenberg B, Déhner H. Clinical,
Molecular, and Prognostic Significance of WHO Type inv(3)
(q21926.2)/t(3;3)(q21,q26.2) and Various Other 3q Abnor-
malities in Acute Myeloid Leukemia. J Clin Oncol. 2010
28:3890-3898
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HOVON-43 Lowenberg B, Beck J, Graux C, van Putten W, HD-15/EPO Engert A, Josting A, Haverkamp H, Villalobos M,

Schouten HC, Verdonck LF, Ferrant A, Sonneveld P, Jongen-
Lavrencic M, von Lilienfeld-Toal M, Biemond BJ, Vellenga E,
Breems D, de Muijnck H, Schaafsma MR, Verhoef G,
Doéhner H, Gratwohl A, Pabst T, Ossenkoppele GJ,
Maertens J. Gemtuzumab ozogamicin as postremission
treatment in AML at 60 years of age or more: results of a
multicenter phase Il study. Blood. 2010 Apr 1;115(13):
2586-91. Epub 2010 Jan 26.

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

Bunjes D, Schwerdtfeger R, Kolb HJ, Ho A, Falge C, Holler
E, Schlimok G, Zander A, Arnold R, Kanz L, Dengler R,
Haferlach C, Schlegelberger B, Pfirrmann M, Mdller M,
Schnittger S, Leitner A, Pletsch N, Hochhaus A, Hasford J
and Hehlmann R, for the German CML Study Group.
Allogeneic hematopoietic stem cell transplantation (allo
SCT) for chronic myeloid leukemia in the imatinib era:
evaluation of its impact within a subgroup of the ran-
domized German CML Study IV. Blood. 2010;115:1880-1885

ALL Talamo A, Chalandon Y, Marazzi A and Jotterand M

Clonal. Heterogeneity and chromosomal instability in
high hyperdiploid acute lymphoblastic leukemia. Cancer
Genetics and Cytogenetics 2010;203:209-214.

Lymphoma
SAKK 35/98 Martinelli G, Hsu Schmitz SF, Utiger U, Cerny T,

Hess U, Bassi S, Okkinga E, Stupp R, Stahel R, Heizmann M,
Vorobiof D, Lohri A, Dietrich PY, Zucca E, Ghielmini M.
Long-Term Follow-Up of Patients With Follicular Lymphoma
Receiving Single-Agent Rituximab at Two Different
Schedules in Trial SAKK 35/98. J Clin Oncol. 2010 Aug 9.
[Epub ahead of print]

HD-10 Engert A, Plitschow A, Eich HT, Lohri A, Dérken B,

Borchmann P, Berger B, Greil R, Willborn KC, Wilhelm M,
Debus J, Eble MJ, Sokler M, Ho A, Rank A, Ganser A,
Trimper L, Bokemeyer C, Kirchner H, Schubert J, Krél Z,
Fuchs M, Muller-Hermelink HK, Muller RP, Diehl V. Reduced
treatment intensity in patients with early-stage Hodgkin’s
lymphoma. N Engl J Med. 2010 Aug 12;363(7):640-52.

HD-11 Eich HT, Diehl V, Gérgen H, Pabst T, Markova J, Debus J,

Ho A, Dorken B, Rank A, Grosu AL, Wiegel T, Karstens JH,
Greil R, Willich N, Schmidberger H, Déhner H, Borchmann P,
Muller-Hermelink HK, Mdller RP, Engert A. Intensified
Chemotherapy and Dose-Reduced Involved-Field Radio-
therapy in Patients With Early Unfavorable Hodgkin's Lym-
phoma: Final Analysis of the German Hodgkin Study Group
HD11 Trial. J Clin Oncol. 2010 Sep 20;28(27):4199-206.
Epub 2010 Aug 16.

Lohri A, Sokler M, Zijlstra J, Sturm |, Topp MS, Rank A,
Zenz T, Vogelhuber M, Nogova L, Borchmann P, Fuchs M,
Flechtner HH, Diehl V. Epoetin alfa in patients with
advanced-stage Hodgkin’s lymphoma: results of the ran-
domized placebo-controlled GHSG HD15EPO trial. J Clin
Oncol. 2010 May 1;28(13):2239-45. Epub 2010 Apr 5.

IFM 2005-01 Moreau P, Attal M, Pégourié B, Planche L,

Hulin C, Facon T, Stoppa AM, Fuzibet JG, Grosbois B,
Doyen C, Ketterer N, Sebban C, Kolb B, Chaleteix C,

Dib M, Voillat L, Fontan J, Garderet L, Jaubert J, Mathiot C,
Esseltine D, Avet-Loiseau H, Harousseau JL. Achievement
of VGPR to induction therapy is an important prognostic
factor for longer PFS in the IFM 2005-01 trial. Blood. 2010
Nov 23. [Epub ahead of print]

Harousseau JL, Attal M, Avet-Loiseau H, Marit G, Caillot D,
Mohty M, Lenain P, Hulin C, Facon T, Casassus P,

Michallet M, Maisonneuve H, Benboubker L, Maloisel F,
Petillon MO, Webb I, Mathiot C, Moreau P. Bortezomib
Plus Dexamethasone Is Superior to Vincristine Plus Doxoru-
bicin Plus Dexamethasone As Induction Treatment Prior

to Autologous Stem-Cell Transplantation in Newly Diag-
nosed Multiple Myeloma: Results of the IFM 2005-01 Phase
Il Trial. J Clin Oncol. 2010 Sep 7. [Epub ahead of print]
Moreau P, Hulin C, Marit G, Caillot D, Facon T, Lenain P,
Berthou C, Pégourié B, Stoppa AM, Casassus P,

Michallet M, Benboubker L, Maisonneuve H, Doyen C,
Leyvraz S, Mathiot C, Avet-Loiseau H, Attal M,

Harousseau JL. Stem cell collection in patients with de
novo multiple myeloma treated with the combination of
bortezomib and dexamethasone before autologous stem
cell transplantation according to IFM 2005-01 trial.
Leukemia. 2010 Jun;24(6):1233-5. Epub 2010 Apr 29.

IFM-90/1FM-04/1FM-9902/1FM-9904 Barlogie B, Attal M,

Crowley J, van Rhee F, Szymonifka J, Moreau P, Durie BG,
Harousseau JL. Long-Term Follow-Up of Autotransplanta-
tion Trials for Multiple Myeloma: Update of Protocols
Conducted by the Intergroupe Francophone du Myelome,
Southwest Oncology Group, and University of Arkansas
for Medical Sciences. J Clin Oncol. 2010 Mar 1;28(7):1209-
14. Epub 2010 Jan 19.

RICOVER-60 Ott G, Ziepert M, Klapper W, Horn H,

Szczepanowski M, Bernd HW, Thorns C, Feller AC,
Lenze D, Hummel M, Stein H, Muller-Hermelink HK,
Frank M, Hansmann ML, Barth TF, Moéller P, Cogliatti S,
Pfreundschuh M, Schmitz N, Trimper L, Loeffler M,
Rosenwald A. Immunoblastic morphology but not the
immunohistochemical GCB/non-GCB classifier predicts
outcome in diffuse large B-cell lymphoma in the
RICOVER-60 trial of the DSHNHL. Blood. 2010 Aug 24.
[Epub ahead of print]



Gastrointestinal Cancers

SAKK 41/03 von Moos R, Roth A, Ruhstaller T, Widmer L,

Uhlmann C, Cathomas R, Koberle D, Simcock M, Lanz D,
Popescu R. Oxaliplatin, irinotecan and capecitabine (OCX)
for first-line treatment of advanced/metastatic colorectal
cancer: a phase | trial (SAKK 41/03). Onkologie.
2010;33(6):295-9. Epub 2010 May 14.

SAKK 77/06 Koeberle D, Montemurro M, Samaras P, Majno P,

Simcock M, Limacher A, Lerch S, Kovacs K, Inauen R,

Hess V, Saletti P, Borner M, Roth A, Bodoky G. Continuous
Sunitinib Treatment in Patients with Advanced Hepatocellu-
lar Carcinoma: A Swiss Group for Clinical Cancer Research
(SAKK) and Swiss Association for the Study of the Liver
(SASL) Multicenter Phase Il Trial (SAKK 77/06). Oncologist.
2010 Mar 4. [Epub ahead of print]
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SAKK 43/99 Biffi R, Fazio N, Luca F, Chiappa A, Andreoni B,
Zampino MG, Roth A, Schuller JC, Fiori G, Orsi F,
Bonomo G, Crosta C, Huber O. Surgical outcome after

Sarcoma

Euro-EWING 99 Ladenstein R, Potschger U, Le Deley MC,

docetaxel-based neoadjuvant chemotherapy in locally-
advanced gastric cancer. World J Gastroenterol.
2010 Feb 21;16(7):868-74.

SAKK 44/00 Bernhard J, Dietrich D, Glimelius B, Hess V,

Bodoky G, Scheithauer W, Herrmann R. Estimating prog-
nosis and palliation based on tumour marker CA 19-9
and quality of life indicators in patients with advanced
pancreatic cancer receiving chemotherapy. Br J Cancer.
2010 Sep 28. [Epub ahead of print]

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, Nordlinger B,
Cisar L, Labianca R, Cunningham D, Van Cutsem E, and
Bosman F, 2009, Prognostic Role of KRAS and BRAF in
Stage Il and Ill Resected Colon Cancer: Results of the Trans-
lational Study on the PETACC-3, EORTC 40993, SAKK 60-00
Trial. J Clin Oncol. 2010 Jan 20;28(3).

SAKK 75/02 Jost C, Binek J, Schuller JC, Bauerfeind P,

Metzger U, Werth B, Knuchel J, Frossard JL, Bertschinger P,
Brauchli P, Meyenberger C, Ruhstaller T. Endosonographic
radial tumor thickness after neoadjuvant chemoradiation
therapy to predict response and survival in patients with
locally advanced esophageal cancer: a prospective multi-
center phase Il study by the Swiss Group for Clinical
Cancer Research (SAKK 75/02). Gastrointest Endosc. 2010
Jun;71(7):1114-1121. Epub 2010 Mar 20.

SAKK 76/02 Ruhstaller T, Templeton A, Ribi K, Schuller JC,

Borner M, Thierstein S, von Moos R, Pederiva S, Lohri A,
Lombriser N, von Briel C, Koeberle D, Popescu R. Intense
therapy in patients with locally advanced esophageal cancer
beyond hope for surgical cure: a prospective, multicenter
phase Il trial of the Swiss Group for Clinical Cancer Research
(SAKK 76/02). Onkologie. 2010;33(5):222-8. Epub 2010
Apr 9.

Whelan J, Paulussen M, Oberlin O, van den Berg H,
Dirksen U, Hjorth L, Michon J, Lewis I, Craft A, Jirgens H.
Primary Disseminated Multifocal Ewing Sarcoma: Results
of the Euro-EWING 99 Trial. J Clin Oncol. 2010 Jun 14.
[Epub ahead of print]

New Drugs

SKSD00701 Gallerani E, Bauer J, Hess D, Boehm S, Droege C,

Jeckelmann S, Miani M, Herrmann R, Marsoni S, Sperka S,
Sessa C. A phase | study of the oral platinum agent satra-
platin in sequential combination with capecitabine in the
treatment of patients with advanced solid malignancies.
Acta Oncol. 2010 Dec 27. [Epub ahead of print]

Outcomes Research

Joerger M, Matter-Walstra K, Frith M, Kthnel U, Szucs T,
Pestalozzi B, Schwenkglenks M. Addition of cetuximab

to first-line chemotherapy in patients with advanced non-
small-cell lung cancer: a cost-utility analysis. Ann Oncol.
2010 Sep 13. [Epub ahead of print]

Matter-Walstra KW, Dedes KJ, Schwenkglenks M, Brauchli P,
Szucs TD, Pestalozzi BC. Trastuzumab beyond progression:
a cost-utility analysis. Ann Oncol. 2010 May 5. [Epub ahead

of print]

Other SAKK

Brauchli P, Tharlimann B, Crowe SN, Herrmann R. What

Is the Value of the 21-Gene Recurrence Score? J Clin Oncol.
2010 Aug 30. [Epub ahead of print]

Ess S, Savidan A, Frick H, Rageth C, Vlastos G, Lutolf U,
Thurlimann B. Geographic variation in breast cancer care
in Switzerland. Cancer Epidemiol. 2010 Feb 23. [Epub
ahead of print]

Farese SA, Aebi S. Infiltrating Lobular Carcinoma of the
Breast: Systemic Treatment. Breast Dis. 2009 Oct 21;30:
45-52. [Epub ahead of print]
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Comptes annuels

Résultats de I'exercice allant du 1°" janvier au 31 décembre (en CHF) 2010 2009
Produit d’'exploitation

Contributions a la recherche SER! 4109 180.00 4019850.00
Contributions a la recherche divers? 1225200.00 803 600.00
Contributions a la recherche santésuisse 1278960.00 717 062.00
Recettes issues de la coopération avec l'industrie 3214 106.00 4126 604.45
Recettes issues de la coopération avec des groupes de recherche étrangers 201 234.07 89910.11
Recettes issues du Bulletin Suisse du Cancer 364 248.00 326 490.00
Dons, Legs & Héritages 165211.95 57569.80
Recettes diverses 446 600.61 287 745.52

Total produit d’exploitation

11004 740.63

10428 831.88

Charges d'exploitation

Frais divers liés aux études —1381063.85 —824010.07
Contributions a la recherche IBCSG?3 —250000.00 —250000.00
Contributions a la recherche dans les centres —2877736.46 -3009964.17
Frais de déplacement, de représentation —-201215.30 —167700.44
Autres charges d'exploitation —-135061.63 —-192479.10
Total charges d'exploitation -4845077.24 -4444153.78
Résultat intermédiaire 1 6159 663.39 5984678.10
Frais de coordination

Frais de personnel —5805948.34 -5016747.44
Autres frais de coordination -1132768.56 —1042005.77
Total frais de coordination -6938716.90 -6058753.21
Résultat intermédiaire 2 —779053.51 —74075.11
Résultat financier

Produits financiers 42433.03 18536.98
Charges financiéres -60624.07 —-4695.73
Total résultat financier -18191.04 13841.25
Résultat intermédiaire 3 —797 244.55 —60233.86
Variations de fonds

Dissolution de provisions 210.00 3133.00
Dissolution de fonds 38510.00 30568.00
Total variations de fonds 38720.00 33701.00
Résultat intermédiaire 4 —758524.55 —26532.86
Résultat exceptionnel et hors exploitation

Recettes hors période comptable 11568.78 19 736.66
Dissolution de provisions qui ne sont plus nécessaires —-638.85 —-126 850.80
Total résultat exceptionnel et hors exploitation 10929.93 -107114.14
Résultat de I'association —747594.62 -133647.00

1 Secrétariat d'Etat a I"éducation et a la recherche (SER)

2 Ligue suisse contre le cancer/Recherche suisse sur le cancer/Fondation suisse pour la recherche sur le cancer

3 International Breast Cancer Study Group (IBCSG)



Partenaires industriels/contributions a la recherche

Partenaires industriels du SAKK en 2010

Nous remercions

de leur soutien les sociétés suivantes:

Amgen Switzerland AG
AstraZeneca AG
Baxter AG

Bayer Schering Pharma (Schweiz) AG

Boehringer Ingelheim AG
Bristol-Myers Squibb GmbH
Celgene GmbH

EBEWE Pharma Schweiz AG
Eisai Pharma 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
Pfizer AG

PharmaMar S.A.U.
Robapharm AG

Roche Pharma (Schweiz) AG
sanofi-aventis (suisse) sa
Takeda Pharma AG

Vifor AG

Contributions du secteur public

et autres

Secrétariat d’Etat a I'éducation et a la recherche (SER)
Fondation Recherche suisse contre le cancer

Ligue suisse contre le cancer

Fondation suisse pour la recherche sur le cancer
Donateurs privés
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Contact

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

Centre de coordination du SAKK
Effingerstrasse 40

3008 Berne

Tél. 031 389 91 91

Fax 031 389 92 00
www.sakk.ch

sakkcc@sakk.ch

Compte du SAKK (dons)
CP 60-2954422-0
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