List of (additional) terms from RCT Schema for CTO 

Class
Proposed definition (not yet online)

Authorship
Who contributed to the publication and in what capacity

Background-details
A review of prior studies relevant to the trial and of current clinical practice, and the expected contribution by the trial to the weight of evidence 

Clinical-rule
A condition for participation in the trial

Compliance-details
Method(s) implemented to ensure and definition of subjects' adherence to assigned treatment

compliance-result
Number of participants on and off assigned intervention at a specific time point and reason for being off assigned intervention

Conclusion-details
What can be deduced from the trial results, the implications for clinical care of such deductions and what limits applicability of the trial results

Correction-details
Amendment(s) to previous data

Erratum
Correction to errors in the original publication 

Ethics
Required legal protection for subjects enrolled in a clinical trial include Institutional Review Board approval, informed consent signature and confidentiality protection

excluded-population
The group of recruited participants that could not or would not participate in the trial or was excluded from the intent-to-treat analyses

Excluded-postrand-population
The group of participants assigned to a treatment that was excluded from the intent-to-treat analyses

Follow-up
Date last trial participant was evaluated after the end of the treatment and activities performed by qualified personnel to verify and evaluate trial participants' adherence and response to experimental and comparison treatments. Such  



Follow-up-activity
Action(s) carried out by qualified personnel to verify and evaluate trial participants' adherence and response to experimental and comparison treatments. Such action(s) may be different for the different arms of the trial 

follow-up-compliance
The group of randomized participants assigned to a treatment group that is found to be compliant with the evaluation requirements of the protocol 

Fraud-details
Description of (alleged) deceit and source of claim

Journal-article
Full-length article where design, conduct and results of the trial are published or that cites the trial

not-eligible-population
The group of recruited participants that did not satisfy one or more eligibility criteria  

not-enrolled-population
The group of eligible participants that were not registered to enter the clinical trial 

not-randomized-population
The group of eligible participants that were registered to enter the clinical trial but were not assigned to a treatment group

Outcome-assessment
The method used to evaluate an outcome, the person applying such method and whether such person is blinded to treatment assignment

outcome-value-entity
The numerical value of the evaluation of an outcome at a specific time point, whose format depends on the type of outcome (proportion, continuous, rate, etc.) 

population
A group of individuals that share certain characteristics

primary-hypothesis
Statement relating to the possible different effect of the interventions on the primary outcome. The null hypothesis of no such effect is amenable to explicit statistical evaluation by a hypothesis test, which generates a P value (source: CDISC). 

Publication
Printed item where design, conduct, results of the trial are published or that cites the trial

reason-excluded-postrand
Explanation of why a group of randomized participants was not included in the intent-to-treat analyses

reason-not-eligible
What eligibility criterion a group of potential participants failed 

reason-not-enrolled
Explanation of why a group of eligible participants was not registered in the clinical trial 

reason-not-randomized
Explanation of why a group of enrolled participants was not assigned to a treatment group

reason-off-assigned-intervention
Explanation of why a group of participants assigned to a treatment group interrupted that treatment 

reason-outcome-not-assessed
Explanation of why outcome was not evaluated in a group of participants assigned to a treatment group   

recruitment
Date of start and end of enrollment in the trial and source(s) of enrollees

REGRESSION-ANALYSIS-AND-RESULTS
The regression model used, the variables in the model, the summary statistics and the results, adjusted and non-adjusted

result-entity
The evaluation of an outcome at a specific time point

Retraction-details
Date and reason(s) why all or part of the publication was retracted

Sample-size-calculation
Method, data and rationale used to calculate the number of enrollees required for the primary analysis

secondary-hypothesis
Other statement relating to the possible different effect of the interventions on an outcome. 

statistical-analysis-and-results
The statistical test, summary statistics, p level, confidence interval, adjustment and tails used to analyze data regarding an outcome evaluated at a specific time point, justification for such use and results of analysis

Stopping-details
At what point and for what reason the trial was halted

study-monitoring
The act of overseeing the progress of a clinical trial, and of 

ensuring that it is conducted, recorded, and reported in accordance with the protocol, standard operating pro- 

cedures (SOPs), good clinical practice (GCP), and the applicable regulatory requirements (source: CDISC). Also, whether the overseers were blinded to treatment assignment of enrollees

study-objective
The reason for performing a trial in terms of the scientific 

questions to be answered by the analysis of data collected during the trial (source: CDISC).

subgroup
A subset of a population whose individual members satisfy one or more conditions 

Survival-analysis-and-results
Time points of evaluation of survival data and results of intention-to-treat and on treatment analysis 

trial-design
Plan for the procedure to be followed, including method of allocating treatments, blinding of personnel involved, type of  analysis performed (intention-to-treat and/or on treatment analysis) and stopping rule

