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Academic clinical cancer trials to improve patient outcomes


Cancer clinical trials are conducted by both the commercial and non-commercial sectors. Whereas clinical trials conducted by the commercial sector aim for the marketing authorisation of new drugs, the primary characteristic of independent clinical trials conducted by the academic sector is the capacity to address a wide range of clinical research questions that are generally not addressed by the drug development industry. Crucial examples include the optimisation of surgical and radiation treatments, drug dose and treatment duration, multimodality combinations, sequence of treatments, head-to-head comparison of therapeutic strategies, better identification of patients who will or will not benefit, and addressing the needs of underserved patient populations.1–3Jose Carlos Cerdeno Martinez/Getty Images

Although trends in clinical research are constantly
evolving, with progress and rapid advances in cancer biology leading to identification of new targets and tailored treatments, it remains challenging to establish a research agenda that substantially improves relevant outcomes for all patients. This difficulty can partly be explained by the increased role of regulatory trials, for which evolving designs might be suboptimal to appropriately inform practice. The development of new drugs that target innovative mechanisms of action is paramount for therapeutic progress. However, it also comes with overutilisation of expensive anticancer treatments, generating higher toxicity and poorer quality of life for patients, as well as financial toxicity for health-care systems.4 Patient-centric clinical research that leads to affordable innovations and practice changes requires a concerted action, as already illustrated by the work of the Common Sense Oncology initiative.5

Alongside advances in drug development trials, there is a collective consensus that re-engineering the role of independent academic research should be prioritised to provide essential data for patients, doctors, and society.6 Therefore, new forms of collaboration in clinical research are paramount.7 Studies led by academics have the advantage of focusing on important clinical outcomes, such as survival and quality of life, which can enhance research benefits, boost patient wellbeing, and increase cost-effectiveness. However, increasing regulatory complexity and tightening financial environments are important challenges in academic clinical research.8 Despite these pressures, independent clinical research remains entrusted with a crucial mandate: ensuring that health-care systems continue to learn, adapt, and advance, and that the standards of care for patients continue to rise, as many public health challenges cannot be solved by the licensing of new diagnostics and therapeutic interventions alone. Nonetheless, the mission of the academic sector should subscribe to the continuum of development and access to optimised therapeutic strategies. Despite regional specificities, many of these challenges are global and shared by clinical cancer trialists worldwide.
This observation led to the multiregional gathering
of 35 like-minded clinical investigators and patients from Africa, Asia, Europe, India, the Middle East, North America, South America, and Oceania, coordinated by the European Organisation for Research and Treatment of Cancer to set the basis for an international agreement on the vital role of academic clinical trials and networks to advance cancer treatment. The values and models of cooperation between academic clinical research groups
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were discussed to identify the structural challenges and barriers to addressing clinically relevant questions. The overarching high-level objectives were to reinforce the role of academic clinical research worldwide through the creation of a coalition to support regional and global cancer policies, enabling academic clinical trials. The ultimate deliverable outcome would be the development of resilient and constantly evolving health-care systems in which research is integrated into care, the former informing the latter, by setting up a balance between clinically relevant hypothesis generation and delivery of methodologically robust datasets to inform practice. The main milestones to reach these goals were therefore to set the basis for an international agreement on the vital role of independent clinical trials and networks and to explore the different models for international clinical trials, while identifying research areas more likely to support and benefit from global cooperation.
This alliance will build on a consortium of worldwide
networks to share and set priorities that strengthen ties between independent researchers and organised patient advocate groups. A global network of established, academic oncology trial groups is ideally placed to answer questions that are pivotal for society and patients, thereby improving global cancer outcomes. Pragmatic clinical trials, developed with patients and conducted in adaptive health-care systems could effectively answer treatment optimisation questions affecting quality of life and health economics. A multiregional collaborative model based on mutual interests and priorities is more likely to answer the most pressing global problems in cancer care than a competitive model based on corporate self interest. Established international frameworks, such as the WHO Global Clinical Trials Forum, can support global policy and strengthen collaboration between high-income countries and low-income and middle-income countries.9,10 Regional policy makers and regulators should recognise the value of academic research and the resulting data in regulatory decisions.

To strengthen these global forces, a dedicated Commission in The Lancet Oncology will be initiated that will aim to address the relevance and challenges of academic clinical research in today’s geopolitical and economic landscape. The Commission will also aim to actively involve regulators and political and policy stakeholders to advance its objectives and emphasise the importance of academic clinical research as a vital instrument for public health advancement.
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