
PRAGMATIC CLINICAL TRIALS
RESOURCE FOR RESEARCHERS

WHAT IS A PRAGMATIC CLINICAL TRIAL (PCT)?
Pragmatic clinical trials (PCTs) evaluate the effectiveness of treatments and interventions in
routine healthcare settings, generating evidence that is broadly applicable to diverse patient
populations. PCTs often leverage existing healthcare infrastructure to test new treatment
approaches, making them easier to implement in everyday care. 

Compared with traditional (explanatory) trials, they typically use broader eligibility criteria that
include participants of varying ages, ethnic backgrounds, and health statuses, resulting in findings
that better reflect the populations seen in practice. By focusing on outcomes that matter to
patients and clinicians, PCTs produce patient-centered evidence that is highly relevant for clinical
decision-making, health policy, and the delivery of effective, equitable healthcare.
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ELEMENTS OF A PRAGMATIC TRIAL

Content and design adapted from PMID 42497579  and 25956159
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INTEGRATION OF PATIENT PARTNERS
THROUGHOUT PRAGMATIC TRIALS

Examples of questions that embedded
patient partners can help address

Are questions and outcomes being
measured important to real-life

patients? 

Figure and questions developed in collaboration with Alvina Nadeem, PEng, PPCC, ProSci CP 

Are recruitment methods & trial
procedures acceptable to patients?

Are consent forms and other patient-
facing materials understandable and

accurate?

Need for real-time adjustments?

Are project results and their potential
real-world impact being

communicated in a way that is
accessible to lay audiences? 

Are there follow-up studies or new
questions that are important to

patients?


	PRAGMATIC CLINICAL TRIALS RESOURCE FOR RESEARCHERS
	WHAT IS A PRAGMATIC CLINICAL TRIAL (PCT)?
	Pragmatic clinical trials (PCTs) evaluate the effectiveness of treatments and interventions in routine healthcare settings, generating evidence that is broadly applicable to diverse patient populations. PCTs often leverage existing healthcare infrastructure to test new treatment approaches, making them easier to implement in everyday care.
	Compared with traditional (explanatory) trials, they typically use broader eligibility criteria that include participants of varying ages, ethnic backgrounds, and health statuses, resulting in findings that better reflect the populations seen in practice. By focusing on outcomes that matter to patients and clinicians, PCTs produce patient-centered evidence that is highly relevant for clinical decision-making, health policy, and the delivery of effective, equitable healthcare.

	RECOMMENDED RESOURCES
	Pragmatic gynecologic cancer clinical trials: statements and roadmap from the Gynecologic Cancer InterGroup Chicago Brainstorming Meeting. PMID 42497579
	Why are pragmatic clinical trials important for our health system? Michael Smith Health Research BC. 2021
	Rethinking Clinical Trials: A Living Textbook of Pragmatic Clinical Trials. NIH Pragmatic Trials Collaboratory. rethinkingclinicaltrials.org
	REthinking Clinical Trials (REaCT). The Ottawa Hospital Research Institute.
	ohri.ca/en/react
	SOURCES


	ELEMENTS OF A PRAGMATIC TRIAL
	EXPLANATORY
	Highly selected patients; strict inclusion criteria
	Methods outside or in addition to usual care
	Specialist or academic centre
	Changes workflow, equipment, or requires training
	Highly specified, timing tightly defined
	Active monitoring; exclusion if non-adherent
	Intensive, beyond usual care
	Outcomes distant from the key question
	Excludes non-compliant patients or practice variability

	PRAGMATIC
	Typical patients/ minimal inclusion criteria
	Recruited in usual healthcare settings
	Primary care or routine clinical setting
	Minimal changes; easily implemented in routine care
	Delivery details left to the care provider
	No special measures to enforce adherence
	No more than usual care requires
	Outcomes of importance to patients
	Intention-to-treat analysis
	Eligibility
	Recruitment
	Care environment
	Infrastructure/resources
	Delivery
	Adherence
	Follow-up
	Primary outcomes
	Primary analysis


	INTEGRATION OF PATIENT PARTNERS THROUGHOUT PRAGMATIC TRIALS
	Ideation & background research
	Develop hypothesis & research questions
	Draft & refine research proposal for funding applications
	Finalize patient-facing materials, recruitment strategies, trial logistics
	Ongoing touchpoints with research team
	Collection, analysis & interpretation of study data
	Sharing of research results with various audiences
	Project wrap-up and next steps
	Examples of questions that embedded patient partners can help address
	Are questions and outcomes being measured important to real-life patients?
	Are recruitment methods & trial procedures acceptable to patients?
	Are consent forms and other patient-facing materials understandable and accurate?
	Need for real-time adjustments?
	Are project results and their potential real-world impact being communicated in a way that is accessible to lay audiences?
	Are there follow-up studies or new questions that are important to patients?



