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 COS-STAR (18 item checklist)

* Explanation and Elaboration document
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COS-STAR development o =mmorme soamme e o

developing core outcome sets (protocol)
arriies Kirkbarm' araby Gorst!, Douglas Altrran’ arve Blazeby?, Mike Clarke®, Declan Dewv,

Guideline Development and Consensus Process

Establish a preliminary checklist of reporting items (Stage 1).
 Conduct a 2-Stage Delphi survey (Stage 2).

 Hold a consensus meeting (Stage 3).

* Develop a high-quality reporting guideline and a detailed E+E (Stage 4).

* Post-development activities: pilot testing and dissemination (Stage 5).



Stakeholders

COS developers
e Lead authors of published COS (COMET database)

Journal Editors
e EiC of journals that have published COS (COMET)
* EiC of CROWN journals

COS Users
e Trialists (registered ongoing trials on clinicaltrial.gov)
» Systematic reviewers (Cochrane CRG Co-Eds)
e Clinical guideline developers (NICE, GIN)

Patient representatives: PoPPIE / COMET PPI events



Delphi Participants




Consensus Meeting

London UK, January 2016
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la Identify in the title that the paper reports the development of a COS
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~~~~~

INTRODUCTION
Background and obje]

Scope

METHODS
Protocol/Registry En

Participants

Backgr

objectives

ound and 23

Describe the background and explain the
rationale for developing the COS

2b

Describe the specific objectives with
reference to developing a COS

Information sources
Consensus process
Outcom: ing

Ethics and consent

RESULTS
Protocol deviations

Core outcome set

Scope

3a

Describe the health condition(s) and
population(s) covered by the COS

3b

Describe the intervention(s) covered by
the COS

3c

Describe the setting(s) in which the COS
is to be applied

DISCUSSION
Limitations

Conclusions

OTHER INFORMATION

Funding
Conflicts of interest

15 Di
16 Prov

17 Des

18 D

scuss any limitations in the COS development process

cribe sources of funding, role of funders

ide an interpretation of the final COS in the context of other evidence, and implications for future research

escribe any conflicts of interest within the study team and how these were managed
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Explanation and Elaboration

Item 3a: SCOPE (Health condition and population): Describe the health condition(s) and
population(s) covered by the COS

The health condition and population covered by the COS should be adequately
described. For example in cancer, the COS may cover cancer generally or it may be
specific to a particular cancer type such as head and neck cancer. Similarly, a COS may
be developed for all patients but it could also be developed for a specific subset of the
population in mind, such as localised prostate cancer patients or advanced prostate
cancer patients, women or children.

Example: “The aim of this study, therefore, was to develop and pilot a method by which
to identify outcomes of particular relevance when evaluating the effects of regular
therapies for chronic childhood asthma [health condition]...of children with asthma...
younger than 18 years [population].”




Limitations

COS-STAR is not a quality assessment tool

Based on a minimal set of reporting items
e Clear understanding of COS development methods

Based on consensus opinion from mostly North
America/Europe

Included only patient representatives
(with knowledge of COS development)



Post-development activities
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Future Work...

* Quality assessment tool
* No ‘gold standard’ approach for COS development

 Minimal standards
 What COS developers should consider
* No judgement on the methods used/contextual

 Delphi survey about to be launched
* It's coming your way...
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