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Appendix 2 - Glossary

. . How the PRO concepts/domains used to evaluate the intervention is going to be analysed (e.g. change
Analysis metric from baseline, final value, time to event)

Refers to the minimum recommendations of what should be measured and reported in clinical trials of a
Core Outcome Set (COS)  gpecific healthcare area.

Multidimensional concept that describes or characterises the effect of a disease or treatment on a
number of domains that capture a patients’ physical functioning, psychological impact and social
functioning.

Health-related quality of
life

Mathematical approach used to 'fill in' missing data with plausible values to analyse incomplete data.
This method has the potential to solve missing data.

Imputation analysis

Instrument scoring A number derived from a patient’s response to items in a questionnaire.

Refers to the drugs, medical devices, procedures, vaccines, and other products that can be the focus of
the study of the clinical trial.

Intervention
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. Criteria by which you can assess how good the questionnaire is. Some properties include ‘reliability,
Measurement properties  validity and responsiveness’ (see below).

Mode(s) of PRO Refers to the different ways a PRO questionnaire can be answered by a patient such as on paper or
administration electronic.

The more comparisons or multiple tests (e.g. analysis of multiple outcomes and comparisons across
multiple treatment arms) are made, there is more chance of thinking that some real effects is present in
the data when, in fact, none exists.

Multiplicity or multiple
testing

. . . Document that provides potential participants information on the reason for the trial, any procedures that
Participant information  hey might have to do (such as blood tests, PROs) and detailed information of the study to allow them to
sheet decide whether to take part and give informed consent.

PPI (patient and public involvement) refers to the research carried out ‘with’ or ‘by’ members of the

A public.?
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The PRO concept is a specific measurement goal (i.e., the thing that is to be measured by a PRO

PRO concepts instrument).*

PRO data “concerning levels of psychological distress or physical symptoms that may require an
immediate response".’

PRO-alerts

Refers to those individuals (carer or family member) who answer a PRO questionnaire on behalf of the

Proxy-reported outcome patient or trial participant.

The number of patients or trial participants that need to be enrolled in the clinical trial to meet protocol

Recruitment target requirements.

Time windows Specific period of time in which PRO data will be collected.

It is the degree to which an assessment measures what it is supposed to measure.®

Validity
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