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Guidance on how to develop a core outcome set for skin disease by the CS-COUSIN methods group

Summary

The Cochrane Skin - Core Outcome Set Initiative (CS-COUSIN) is a collaboration between
Cochrane Skin and a wide range of groups interested in develop core outcome sets for diverse skin
diseases (Prinsen et al. 2019). We recommend planning, structuring and conducting core outcome
set (COS) development based on the Harmonising Outcome Measures for Eczema (HOME)
roadmap (Schmitt et al. 2015) and latest international guidance (e.g. Williamson et al. 2017). CS-
COUSIN provides practical support and follows standards on how to define, select and recommend
core outcome domains and how to identify the best outcome measurement instruments for these
identified domains within dermatology and associated fields. In the context of a clinical trial, an
outcome domain/domain refers to what is being measured on trial participants to

examine the effect of exposure to a health intervention. An outcome measurement instrument
refers to how the outcome is being measured. It is a tool to measure a quality or quantity of the
outcome (Prinsen et al. 2016).

Despite the existence of guidance on how to develop a COS, optimal methods for COS
development are not known and uncertainty exists. For instance, there is no ‘gold standard’ on how
to conduct consensus studies (e.g. which decision rules to use) and how to best select and develop
core outcome domains and outcome measurement instruments.

This document is intended to provide guidance and essential references to ensure that a new COS
is developed at an appropriate, high quality, methodological level. Among others, developing a
protocol a priori for the COS development is mandatory. Inappropriately developed and published
COS are potentially worse than no COS if they end up measuring the wrong things in the wrong
way. Formal guidelines, if available, must be used when developing COS. The following outlines
some key principles that need to be considered when developing a COS in a step-wise fashion
based on the current state of knowledge.
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Step

Key questions/
tasks

To dos and explanations

Resources and key references

1 | Preparation

* Do we really

» Review the literature and epidemiological data

« Electronic databases (e.g. Medline)

need a COS? * The answgr shquld. be_ “yes” if - . o Wzllcl)lf;r:ig?sitpz;ll.s';g%gOMET Handbook: version 1.0. Trials.

(2) there is a high incidence or prevalence, and/or high impact in terms of

quality of life, costs and/or mortality of the disease or condition (i.e., high

burden of disease)

(2) various non-comparable outcomes are used in clinical research, especially

clinical trials and/or systematic reviews/meta-analyses

(3) outcomes currently used in clinical research and/or practice are

insufficiently relevant and meaningful (e.g. for patients or service users)
¢ |s there ¢ Check the COMET database . http://WWW.comet-initiative.orq/
already a COS | « Check with the COMET project coordinator  hup://cs-cousin.ora/ .
of interest « Electronic databases (e.g. Medline)

available and/or
under
development?

* Visit the CS-COUSIN homepage

+ Consult the CS-COUSIN coordinator

+ Search the internet via common search engines
+ Search electronic databases

development
(after approval
from CS-
COUSIN of the
proposal)

COUSIN and in accordance with COS-STAP

* Register your initiative at COMET

* The protocol must describe at least the domain development process. It may
also contain steps for instrument selection but this can also be done later.

* Proposal * Download, complete and submit the proposal form to CS-COUSIN * hitp://cs-cousin.org/resources/
» Submitting the proposal form implies that the COS will be developed according
to CS-COUSIN standards
+ Set up the COS development group consisting of at least clinicians,
methodologists, and patients
2 | Protocol » Write a « Specify all relevant steps, tasks, expected results, methodological experts and | * http://www.comet-initiative.org/
protocol for the | stakeholder types to be involved, and why B _
COS domain * Plan domain development in accordance with rules promulgated by CS- rkham M, Gorst 8, Altman DG, Blazeby JM, Clarke W, Turis S,

Williamson PR; COS-STAP Group. Core Outcome Set-STAndardised
Protocol Items: the COS-STAP Statement.

Trials. 2019 Feb 11;20(1):116.

« Williamson et al. The COMET Handbook: version 1.0. Trials.
2017;18(Suppl3):280.
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5 | Dissemination
and
implementation

Make your
results available

* Publish your results in leading journals (protocols, systematic reviews, core
outcome domains, and core outcome measurement instruments may be
published separately)

* Present at conferences, meetings, symposia, including both those specific
for core outcome sets and those that devoted to the disease or condition
being studied.

* Register your COS in COMET and at the CS-COUSIN homepage

» Make sure that the CS knows about your work product so that it can
encourage reviewers to include it in systematic reviews

» Share your experience in developing your COS (e.g. in the CS-COUSIN
group)

» Use the COS in your own research and encourage others to use it in theirs

« http://cs-cousin.org/
« Williamson et al. The COMET Handbook: version 1.0. Trials.
2017;18(Suppl3):280.

Does your work
make an
impact?

» Monitor the use (i.e., uptake) of the COS (e.g. using citation databases
Scopus, Web of Science, clinical trial registries)

+ Does the COS need revision (e.g. due to new measurement instruments,
new evidence, emerging problems of COS usage)?

» Weigh the decision to revise against the need that the COS should
not change

* Williamson et al. The COMET Handbook: version 1.0. Trials.
2017;18(Suppl3):280.
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