List of terms from RCT Schema for CTO 

Class
Definition (available also online)

Analyzed-population
The group of randomized participants whose data were collected and analyzed to reach conclusions about the experimental treatment

Anchored-time
A point in time or a length of time defined using a specific event, called anchor, as reference 

Ancillary-outcome
A characteristic of the study population evaluated at one or more time points during the trial that may change in response to the experimental treatment and whose evaluation is of interest but that it is not directly related to the main objective of the trial

Baseline
A characteristic of the study population evaluated at the beginning of the trial 

Blinding
Whether an investigator, or person collecting or analyzing trial data, or otherwise affecting conduct of the trial, knows about the subjects' assigned intervention or interim trial results

Blinding-method
How an investigator, or person collecting or analyzing trial data, or otherwise affecting conduct of the trial, is prevented from knowing the subjects' assigned intervention or interim results

Cointervention
Treatment not under investigation that is administered concomitantly with the treatment being tested

Comparison-arm
The regimen of intervention(s) used as control in the trial. The regimen may include placebo or standard therapy (treatment that experts agree is appropriate, accepted, and widely used) or no intervention

Cost
Description of the references used to define an outcome variable of type cost

Date
A point in time defined as a combination of day, month and year

Device (device-application)
Device-application: Use of a diagnostic or therapeutic article that does not work by chemical action

Double-anchored-interval
A length of time defined via a beginning and an end time point called anchors

Drug (drug-treatment)
Drug-treatment: Administration of a chemical compound that is used to help in diagnosis, cure, mitigation, or prevention of a disease or other abnormal condition

Drug-step
A discrete unit of administration of a drug treatment that ends after a specified time or when a specified state is reached

Eligible-population
The group of potential participants that satisfied all eligibility criteria for the trial

Enrolled-population
The group of eligible participants that agreed to participate in the trial and signed the informed consent

Excluded population
The group of recruited participants that could not or would not participate in the trial

Exclusion-rule
Condition that, if met, precludes participation in the trial

Executed-protocol
Description of the objective(s), design, methodology, statistical analysis, and organization of a trial as implemented 

Executed-secondary-study-protocol
Description of the objective(s), design, methodology, statistical analysis, and organization of an additional investigation pertaining the same intervention(s) as the primary study as implemented

Follow-up-activity
Action(s) carried out by qualified personnel to verify and evaluate trial participants' adherence and response to experimental and comparison treatments 

Funder
The organization that provided partial or complete financial support for the trial

Inclusion-rule
Condition that must be met for participation in the trial

Institution
Medical facility where the trial is conducted or with which an investigator is affiliated

Intended-protocol
Description of the objective(s), design, methodology, statistical analysis, and organization of a study as originally defined 

Intended-secondary-study-protocol
Description of the objective(s), design, methodology, statistical analysis, and organization of an additional investigation pertaining the same interventions as the primary study as originally designed

Intervention
A treatment undergone by randomized subjects 

Intervention-arm
Arm-intervention: What is done to subjects in a randomized group for the duration of a trial. May consist of one or more interventions, whose effects are the object of investigation

Intervention-step
A discrete unit of administration of the treatment that ends after a specified time or when a specified state is reached

Investigator
A person playing a role in the conduct of the trial (e.g., principal investigator, study nurse, statistician)

No-treatment
The withholding of any treatment

Non-drug-intervention-step
A discrete unit of administration of a non-drug treatment that ends after a specified time or when a specified state is reached

Outcome
A characteristic of the study population evaluated in the course of the trial 

Outcomes-followup
Description of study-arm population evaluated for an outcome at a specific time point, including results of assessment(s)

Placebo-or-sham (placebo-treatment)


Placebo-treatment: Administration of an inactive substance that looks the same as, and is given the same way as, an active drug being tested

Primary-outcome
A characteristic of the study population evaluated at one or more time points during the trial that is expected to change in response to the experimental treatment and whose evaluation is of primary interest for the trial to show efficacy of the experimental treatment

Primary-recruitment-flowchart
A representation of the number of (potential) participants in each phase of the primary trial, from screening, to enrollment, to randomization to analysis

Procedure
Execution of a surgical or other invasive action

Protocol
Description of the objective(s), design, methodology, statistical analysis, and organization of a trial 

Protocol-change
Amendment of the original objective(s), design, methodology, statistical analysis, or organization of the trial 

Protocol-concept
The planned and executed objective(s), design, methodology, statistical analysis, and organization of a trial and its results

Randomized-population
The group of eligible participants that was assigned to one of the intervention arms according to the randomization scheme

Reason
Explanation of why a group of (potential) participants was excluded from a phase of the trial (eligibility evaluation, enrollment, randomization, analysis, etc.)

Recruited-population
The group of potential participants that agreed to undergo screening for the trial

Recruitment-flowchart
A representation of the number of (potential) participants in each phase of the trial, from screening, to enrollment, to randomization to analysis

Screened-population
The group of recruited participants that underwent eligibility evaluation 

Secondary-outcome
A characteristic of the study population evaluated at one or more time points during the trial that is expected to change in response to the experimental treatment and whose evaluation is of secondary interest for the trial to show efficacy of the experimental treatment

Secondary-study
Additional investigation pertaining the same interventions as the primary study

Secondary-study-protocol
Description of the objective(s), design, methodology, statistical analysis, and organization of an additional investigation pertaining the same interventions as the primary trial

Side-effect
A characteristic of the study population evaluated at one or more time points during the trial that may change in response to the experimental treatment and whose evaluation is of interest for the trial to show safety of the experimental treatment. Side effects cannot be of type cost, functional status, or life years: characteristics of those types are predefined study outcomes

Single-anchored-interval
A length of time defined via a beginning or end time point, called anchor, and a length of time before or after the anchor

Site-enrollment
The number of trial participants enrolled at a site and the start and end date of enrollment

Stopping-rule
A condition that, if met, would cause suspension of enrollment in the trial

Study-arm population
The group of randomized participants that are assigned to a treatment arm of the trial

Study-committee
A group of people having a specific role in the trial (e.g., safety review board) and whose members may be also investigators  

Study-outcome
A characteristic of the study population evaluated at one or more time points during the trial that is expected to change in response to the experimental treatment 

Study-site
Location at which the trial is conducted

Time-range
An extent of time 

Trial
A prospective biomedical or behavioral research study of human subjects that is designed to answer specific questions about biomedical or behavioral interventions (drugs, treatments, devices, or new ways of using known drugs, treatments, or devices)

Trial-participant
A person or entity that is enrolled in the trial

Usual-care
The treatment administered before enrollment in the trial and continued during the trial

Withdrawal-reason
Why a group of participants withdrew from the trial
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