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SESSION PROPOSAL 16
PRAGMATIC TRIALS: KEY UNRESOLVED ETHICAL ISSUES AND THE NEED FOR GUIDANCE
Monica Taljaard, Clinical Epidemiology program, Ottawa Hospital Research Institute

Description of Session:
Introduction Pragmatic trials raise ethical issues that we believe have not been addressed adequately. The lack of
guidance specific to pragmatic trials leads to divergent practices in the design and conducts of RCTs and delays in
ethics approval. Our ethics of pragmatic trials research group is working to provide ethical guidance for pragmatic
trials. In this panel session, we will review major empirical and ethical findings of our work and discuss key ethical
issues to be addressed in future guidance.
Background There is a widely recognized need for more pragmatic trials that evaluate interventions in real-world
settings to inform decision-making by patients, providers, and health system leaders. Increasing availability of
electronic health records, centralized research ethics review, and novel trial designs, combined with support and
resources from governments worldwide for patient-centered research, have created an unprecedented opportunity to
advance the conduct of pragmatic trials, which can ultimately improve patient health and health system outcomes.
Such trials raise ethical issues that have not yet been fully addressed, with existing literature concentrating on
regulations in specific jurisdictions rather than arguments grounded in ethical principles. Proposed solutions (e.g.
using different regulations in “learning healthcare systems”) are speculative with no guarantee of improvement over
existing oversight procedures. Most importantly, the literature does not reflect a broad vision of protecting the core
liberty and welfare interests of research participants. Novel ethical guidance is required. We have assembled a team
of ethicists, trialists, methodologists, social scientists, knowledge users, and community members with the goal of
developing guidance for the ethical design and conduct of pragmatic trials.
Our project combines empirical and conceptual work and a consensus development process. Empirical work will: (1)
identify a comprehensive list of ethical issues through interviews with a small group of key informants (e.g. trialists,
ethicists, chairs of research ethics committees); (2) document current practices by reviewing a random sample of
pragmatic trials and surveying authors; (3) elicit views of chairs of research ethics committees through surveys in
Canada, UK, USA, France, and Australia; and (4) elicit views and experiences of community members and health
system leaders through focus groups and surveys. Conceptual work consists of ethical analyses of identified issues
and the development of new ethical solutions, outlining principles, policy options, and rationales. A consensus
development process will involve an independent expert panel to develop a final guidance document.
Our 60-minute panel session is divided into three parts. In the first part, we will review major empirical findings. In
the second part, we will discuss conceptual projects and their results. In the third part, we will discuss the future of
the ethics of pragmatic trials in a panel discussion.
Introduction Speaker: Dean Fergusson (Ottawa Hospital Research Institute, Canada) Bio:
http://www.ohri.ca/profile/Dean_A_Fergusson In this brief introduction (5 minutes), the session chair will introduce
the speakers and provide a brief overview of the ethics of pragmatic trials research project.
Empirical projects
Talk 1: Ethical issues in published pragmatic trials Speaker: Monica Taljaard (Ottawa Hospital Research Institute,
Canada) Bio: http://www.ohri.ca/profile/mtaljaard In this talk (12 minutes), the speaker will describe the
identification of published pragmatic trials in the literature and the results from a review of a subset of 1988
pragmatic trials focusing on prevalence and variation in reporting and obtaining informed consent.
Talk 2: Stakeholder views of key ethical issues Speaker: Stuart Nicholls (Ottawa Hospital Research Institute, Canada)
Bio: https://orcid.org/0000-0003-0485-9069 In this talk (12 minutes), the speaker will discuss key stakeholder
perspectives on ethical issues in pragmatic trials identified in 45 interviews with trialists, regulators, and ethicists.
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Conceptual projects
Talk 3: Ethics of informed consent in pragmatic trials Speaker: Cory Goldstein (Western University, Canada) Bio:
https://www.charlesweijer.com/cory-goldstein. In this talk (12 min), the speaker will address the tension between the
requirement to obtain informed consent and the imperative to conduct socially valuable pragmatic trials. The speaker
argues that the ethical principle underlying the regulatory requirement of informed consent can be achieved through
the use of alternative models of consent, such as the integrated consent model.
Panel discussion
Discussant: The ethics of pragmatic trials: where to from here? Speaker: Sandra Eldridge (Queen Mary University
London, United Kingdom) Bio: https://www.qmul.ac.uk/blizard/all-staff/profiles/sandra-eldridge.html The panel
discussion will be kicked off by a discussant (5 minutes) who will set out key questions for the ethics of pragmatic
trials.
Open discussion (14 minutes) Panelists will engage with the audience addressing questions about the empirical and
conceptual projects presented, gaps identified, and key ethical issues in pragmatic trials to be addressed in future
guidance.
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