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Cancer clinical trials can be life savers...� Participation in clinical trials can provide significant benefit to patients� For those who failed all available therapies, cancer clinical trials can be life saving. Example: Overall response rate to Phase I clinical trials in cancer patients was 10.6% (Horstmann: Risks and benefits of phase I oncology trials. NEJM 2005, 352:895-904)� In later-stage trials (Phase IV), patients are usually monitored more closely and with best-in-class diagnostics:Resistance/progression might be detected earlier.� Altruistic reasons – supporting research. Phase 4Long-term risksand optimization
Phase 2Effectiveness, side effects,effective dosePhase 1First in humans, afterfailing previous therapiesLabs
Phase 3Benefit and sideeffects, comparisonto standard therapyApproval?
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...but many patients are reluctant or unable to participate in clinical trials
?

Doctors uninformed or unwilling� Doctors are not well informed� Doctors are unwilling to enroll patients � Doctors are bound to confidentiality agreementsInformation deficiency� Patients struggle to find trial information Loss of public confidence and trust in science� many myths and misconceptions� Suspicions about outcome bias, publication restrictions, suppressed data, duplication of research� Some history of unacceptable practices
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Lack of information access of patients and patient groups is key inhibitor of participation in cancer trialsToday, public trial information... � is incomplete, inaccurate or outdated � is not publicly available (EudraCT) � excludes early trials (Phase I/II), non-commercial trials, therapy optimization trials (e.g. IFPMA portal)� is in the wrong language (eg. just German)� shows symptoms of "disappearing data" Controlled-trials.com
IFPMAClinicalTrialsPortal

Clinicalstudyresults.org
WHOtrial searchengine
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Trial design & publication:Some facts & figures� >60% of clinical trials never published (Decullier, BMJ 2005, 331,19).� Compliance of large registers with WHO’s registry platform ICTRP is still poor � Legal constraints in "patient information",(allegedly to protect patients)� Clinical Trial Directive has furtherincreased bureaucracy, workload andlegal risk� This leads to� delayed recruitment� delayed generation of meaningful clinical data� slow progress or lack of research in Europe
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"Stick and carrot" for science & industry,challenges for legislators� All stakeholders – including patient groups - must reward good behavior, punish bad practice, and remove barriersfor cancer R&D Actions:� Patient groups must be able to join ethics review committees at trial set-up� Campaign to register all cancer trials, with all relevant information, by the time the trial begins� Enforce publication of results� Enforce quality control in registers� Blame non-compliance: discourage participation in unregistered trials� Overcome secrecy and "competitive worries"� Remove legal barriers (EudraCT, "pull information")
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Nothing about us – without us!Jan Geisslerjan.geissler@ecpc-online.org

Thank you very much!


