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What is a ‘Core Outcome Set’?

‘Collection Of Style’
Berlin, October 2014

A ‘core outcome set’ (COS) is a
recommendation of what should be
measured and reported in all clinical trials

Once COS are defined, it is then important

to achieve consensus on how these

outcomes should be measured

What = outcome

How = outcome measurement instrument



What is the problem?

There is lack of standardization in outcome reporting

in melanoma clinical trials

This hampers the usefulness of clinical trial evidence

to inform clinicians

At the cost of the best possible care for melanoma

patients



What is the solution?

Consensus:

International consensus among relevant stakeholders on

the ‘core outcomes’, including recommendations on

outcome measurement instruments that can be used to

measure these core outcomes

Recommendation:

The core outcomes should be measured and reported as

a minimum in all future melanoma clinical trials

Schmitt et al. (2015)



Objective

Overall aim:

To develop a multi-disciplinary, consensus-based set of

core outcomes, including their relevant outcome

measurement instruments, for melanoma clinical trials



Steering Committee

Name Background Country

Sanna Prinsen Clinical epidemiologist, postdoc COSMIN
and COMET, member HOME research
groups

The Netherlands

Caroline Terwee Epidemiologist, co-founder of COSMIN The Netherlands

Phyllis Spuls Dermatologist, Executive Committee
HOME

The Netherlands

Jochen Schmitt Dermatologist, Executive Committee
HOME, co-founder CSG-COUSIN

Germany

Stefanie Deckert Scientific researcher, member HOME
research group, member VAPAIN

Germany

Maarten Boers Rheumatologist, clinical epidemiologist, co-
founder OMERACT

The Netherlands

Marcel Bekkenk Dermatologist, expertise in melanoma The Netherlands

Robert Stern Dermatologist USA

Alexander van Akkooi Surgical oncologist, expertise in melanoma The Netherlands

Astrid Nollen Patient research partner, chair Dutch
Melanoma Foundation

The Netherlands

Cynthia Chauhan Patient research partner USA

Oncologist (vacancy)

PhD student (vacancy)



How are core outcomes agreed upon?

Schmitt et al. (2015)

HOME Roadmap:

 What to measure

 How to measure



1. Define scope and applicability

Scope and applicability:

◊ Population (melanoma)

◊ Setting (clinical trials)

◊ Geographical scope (global)

◊ Stakeholders* (all relevant)



1. Define scope and applicability

Stakeholders:

◊ Patient representatives

◊ Researchers (incl methodologists) 

◊ Healthcare providers (incl dermatologists, oncologists, 

surgeons, nurses)

◊ Policy makers (incl regulators, payers)

◊ Representatives from pharmaceutical industry

◊ Representatives from drug regulatory authorities

◊ Journal editors



Consensus-based method

Delphi study:

A structured, iterative process to achieve consensus

among a group of stakeholders about a given issue

The group of stakeholders does not need to meet which

confers anonymity; opinions are to be expressed free

from group pressure; and possible dominance of

individuals in face-to-face

group meetings is being

avoided

2. Define core set of outcomes

Delphic oracle's skills of interpretation and foresight



◊Literature review: to identify all outcomes that have

been measured and reported in melanoma clinical trials*

◊Questionnaire survey: to reach consensus on core

outcomes

- Consensus: ≥70% scoring 7-9 and ≤15% scoring 1-3

- Approx. 3 rounds

◊Group discussions and voting: to achieve consensus

on final core set of outcomes

2. Define core set of outcomes



3. Define core set of OMIs

To identify, validate, or develop an appropriate outcome

measurement instrument (OMI) for each core outcome

5 stages*

Guideline on instrument selection: recommended to

include only one outcome measurement instrument for

each outcome in the COS

Prinsen et al. (manuscript in preparation)



3. Define core set of OMIs

For each core outcome:

Stage 1: Systematic review to identify all OMIs used to

assess the construct of interest  long list

Stage 2: Systematic review for each OMI to investigate

the quality of the OMIs (COSMIN, qual criteria)

Stage 3: Determine whether OMIs are suitable for the

assessment of the core outcome (reliability,

validity, and feasibility)  short list

Stage 4: Additional validation studies may be needed

Stage 5: Delphi study to reach consensus on the core

outcome measurement instrument  voting



COSMIN taxonomy





Domain Measurement property Definition

Reliability The degree to which the
measurment is free from
measurement error

Internal consistency
(Box A)

The degree of the
interrelatedness among
the items

Example



COSMIN checklist

For each measurement property standards were developed for

how this property should be evaluated

– Design requirements

– Requirements for the statistical methods

The standars refer to the quality of a study on measurement

properties, not the quality of the instruments that are being

evaluated.



COSMIN scoring system



Quality of the OMI

Use criteria for good measurement properties:



Levels of Evidence

Level Rating Criteria

strong +++ or ---

Consistent findings in multiple studies of good

methodological quality OR in one study of excellent

methodological quality

moderate ++ or --

Consistent findings in multiple studies of fair

methodological quality OR in one study of good

methodological quality

limited + or - One study of fair methodological quality

conflicting +/- Conflicting findings

unknown ? Only studies of poor methodological quality



3. Define core set of OMIs

For each core outcome:

Stage 1: Systematic review to identify all OMIs used to

assess the construct of interest  long list

Stage 2: Systematic review for each OMI to investigate

the quality of the OMIs (COSMIN, qual criteria)

Stage 3: Determine whether OMIs are suitable for the

assessment of the core outcome (reliability,

validity, and feasibility)  short list

Stage 4: Additional validation studies may be needed

Stage 5: Delphi study to reach consensus on the core

outcome measurement instrument  voting



4. Dissemination

Dissemination and implementation:

◊ To enhance the use of  the core set in clinical trials

◊ Involvement of all relevant stakeholders

◊ Publications in leading journals

◊ Presentations at relevant meetings

◊ Dissemination to journal editors and reviewers

◊ Dissemination to other stakeholders 

 Guidance materials

 Monitoring to detect barriers



Potential importance of the results

Standardization in outcome reporting will:

◊ Allow comparisons across clinical trials

◊ Improve the usefulness of clinical trial evidence to 

inform healthcare providers in decision making

◊ Limit outcome reporting bias

Idzerda et al. (2014)



If we will be awarded…

Announcement: April/May 2015

Proposed project will be embedded within Cochrane Skin

Group Outcomes Research Initiative (CSG-COUSIN)

Projected study time lines:

01-Oct-2015 to 30-Sep-2018



Guidelines

- COnsensus-based Standards for the selection of health

Measurement INstruments (COSMIN): a guideline for

systematic reviews of outcome measurement instruments

CAC Prinsen, LB Mokkink, HCW de Vet, CB Terwee

- How to select outcome measurement instruments for

outcomes included in a ‘Core Outcome Set’ – a practical

guideline
CAC Prinsen, S Vohra, MR Rose, M Boers, P Tugwell, M Clark, PR Williamson,

CB Terwee

www.cosmin.nl www.comet-initiative.org



Thank you

c.prinsen@vumc.nl
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