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Core outcome set

An agreed standardised set of outcomes
that should be measured and reported,
as a minimum, in all clinical trials in
specific areas of health or health care




MEKACT

Outcome Measures in Rheumatology

home

e 20 CREIWN

CORE OUTCOMES IN
WOMEN’S AND NEWBORN HEALTH

| NUI Galway
) B g OE Gaillimh



Core Outcome sets for Reporting of clinical
trials for the treatment of Venous leg ulceration
(CoreVen)
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Stage 1: Identify and agree on outcome domains

Stage 2: Identify and agree on outcome instruments

Systematic review of
controlled trials on
treatment effectiveness

Narrative synthesis
based on patient
interviews

Systematic review of
controlled trials on
treatment effectiveness

Evaluate instruments
according to COSMIN
checklist?

Q potential domains

Delphi survey Round 1
Scoring the importance of domains for treatment effectiveness

Adding other important domains for further scoring of relevance

= =

Q Exclude non-
important domains

Delphi survey Round 2
Voting on any proposed aggregation of overlapping domains

Scoring the importance of domains for treatment effectiveness
Preliminary decision on domains to be included into COS

Systematic appraisal of instruments

Content validity
Structural validity
Internal consistency
Test-retest reliability
Sensitivity to treatment-
related change

Decision:

* Include in COS

* Include in preliminary
Cos

* Exclude (decision may be
based on a well-founded
reason (eg copyright
protected so inaccessible)

Stage 3: Prospective Stage 4: Finalise Core
validation of potential Outcome Set
outcome instruments
Further research due to Adoption
lack of or low quality Implementation
validation studies on Evaluation and review
domain instruments at specified time point
(e.g. 5 years)

=

Delphi survey Round 3

Feedback on the Round 2 median scores obtained from each
stakeholder group to all participants

Scoring the relevance of domains for treatment effectiveness
Decision on domains to be included in COS

=

Recommendation for validation

Validation of the instrument

Highlight any gaps where there are further research
questions due to lack of or low quality validation

studies on domain instruments

Output: Core domain set

Output: Preliminary Core Outcome Set (COS)

Output: Agreed Core
Outcome Set

Output: Contemporary
Core Outcome Set

igure 3. Anticipated roadmap for the project. COS= Core Outcome Set.




Advantages of core outcome sets

e |ncreases consistency across trials

e Maximise potential for trial to contribute to
systematic reviews of these key outcomes
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Advantages of core outcome sets

e Much more likely to measure appropriate
outcomes

e Major reduction in selective reporting

* Inclusion of all stakeholders, respects
different perspectives
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Stakeholder involvement

« Health care practitioners

« Patients, carers, representatives
* Regulators

* Industry representatives

« Researchers

e Stage of involvement may vary by group
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Key Questions to be addressed:

 How to we best engage patients in this process?
e Should industry be involved?
 How widely do we consult in the Delphi study?

 How can we best achieve consensus to ensure equal
opportunity for participation?

 How do we ensure acceptability of findings?
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* Need to define the scope of the COS
* Need to define clinical setting for applicability
* Level of consensus (e.g. 70%)

* Need to consider the power of COS — industry,
reimbursement, legal implications.

e How do we disseminate ?
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