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Table S3. The Canadian Cancer Clinical Trials Stakeholder Charter’s Glossary.

Term/Expression Definition
Adopters of the Charter: A person or an organization/institution that chooses to take up, follow or use the Charter for its intended purpose.
Any oncology investigation in human subjects intended to determine the clinical pharmacological, pharmacokinet-
Clinical Trial: ics, and/or other pharmacodynamics effect of an investigational agent, and/or to identify any adverse reactions to an
investigational agent to assess the agent’s safety and efficacy.
The sequential series of steps involved in the development of clinical trials. These include 1- the Discovery and
preclinical stages, the Phase 1-3 trials, the Regulatory review process and the post-approval process.

The sequential series of steps involved in the development of clinical trials. These include the discovery and pre-
clinical stages, as well as Phase 0 trials to learn how an agent is processed in the human body and how it may affect
the body, Phase I trials seek to find the best dose of a new agent and assess overall safety, Phase II trials aim to fur-

Clinical Trial Lifecycle: ther assess the safety as well as determine if the agent works, Phase III trials further investigate product safety, ef-

fectiveness of a new agent as compared to the standard of care in larger study populations, Phase IV trials, other-
wise known as post-marketing trials, serve to test agents previously approved for use by Health Canada (agents in-

clude drugs).

A process in which a healthcare provider educates a Patient about the risks, benefits and alternatives of a given pro-

Consent Process: cedure, intervention or treatment. The Patient must be competent to make a voluntary decision about whether to

undergo the said procedure or treatment.
Patient (Cancer Patient): A person who is receiving medical treatment for a malignant growth or tumour.

The process of designing a service or solution around the Patient. In Clinical Trials it is a trial designed with the

Patient Centricity: Patient at the forefront to improve the overall experience for the Patient by including their concerns and priorities in
the design ensuring that the Clinical Trial answers specific unmet needs of the Patient.
Documentation associated with each phase of a clinical trial that is written in a language that is tailored to the audi-
Patient-Facing Materials: ence and their cultural area. Titles of studies, terminology and wordings are translated in a patient-friendly manner
to ensure maximum transparency and comprehension.
A term encompassing patient advocacy organizations, disease advocacy organizations, voluntary health services,
Patient Group: non-profit research foundations and public health organizations for clarity of focus. Our use of the term Patient
Group in not meant to refer to individual Patients or individual advocates.

Patient Preferences/Perspectives related to therapies and outcomes regarding willingness to accept uncertainty and
trade-offs based on potential harm versus benefits. Benefits-risk assessment may also seek to identify subgroups of
Patients in a heterogeneous population based on preferences.

Every clinical investigation begins with the development of a clinical trial protocol. The protocol is a document that
Protocol (Clinical Trial  describes how a clinical trial will be conducted (the objective(s), design, methodology, statistical considerations

Protocol): and organization of a clinical trial), and ensures the safety of the trial subjects (participants) and integrity of the
data collected (source: Clinical Research Resource Hub).
Real world data are the data relating to patient health status and/or the delivery of health care routinely collected
Real-World Data (RWD): from a variety of sources, such as electronic health records and product and disease registries (source: Food and
Drug Association (FDA)).
Real-World Evidence  Clinical evidence regarding the usage and potential benefits or risks of a medical product derived from analysis of
(RWE): RWD.
Researchers: Individuals engaged in the conduct of scientific research at an academic or pharmaceutical institution.
Parties with concerns or interests in an organization, endeavor, or initiative. Stakeholders include but are not lim-
ited to:
. Governmental institutions and agencies
Stakeholders: . Medical Researchers
. Patients/Patient Groups
. Pharmaceutical/Biotech Companies
Regulatory bodies (internal/external)
Treatment that is accepted by medical experts as an appropriate treatment for a certain type of disease and that is
widely used by healthcare professionals. Also called best practice, standard medical care, and standard therapy
(source: National Cancer Institute (NCI)).
Standard of Work Prac- The regulations, guidance and industry standards that make up Standard of Work Practice of good clinical practice
tice: are intended to provide assurance that the rights, safety and well-being of Clinical Trial subjects are protected.
Study design is a particular framework, or the set of methods and procedures used to collect and analyze data on
variables specified in a particular research problem (source: National Institutes of Health (NIH)).
Therapeutic Intervention clinical effort to improve the well-being of someone who has cancer. Therapeutic interventions in oncology include
(Oncology): A chemotherapy, immunotherapy, and surgery.
The computerized form of results and analysis obtained throughout the Clinical Trial process, including Patient
treatment responses and other derived variable.
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