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Core outcome set for trials

• 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





“Doctors know about the illness, but 

patients know about the impact” 

n=196



Improvements over time (Kirkham et al, BMJ 2017)
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Examining trial reports to assess uptake

 Ankylosing spondylitis (2009) - 20% uptake of full COS (>2 years 

after COS publication) compared to 0% uptake of full COS (up to 2 

years after)

 Chronic pain (2008) - looked at uptake of individual outcomes in 

the COS – each of the COS outcomes were used in 99%, 94%, 

<50%, <50%, <50%, <50%, <50%, <50%, 7% 

 Gout (2005) - 5% uptake of full COS (acute), 0% uptake of full COS 

(chronic) 

 Fall injury prevention (2005) - 3% uptake of full COS

 Knee arthroplasty (1997) - 4% uptake of full COS





Clinical trials are only as credible as their outcomes
Tugwell, 1993

Equally true for systematic reviews as well

…and healthcare organisations

…and clinical guidelines

Outcomes – from the very start 



NICE: Hip fracture guideline 2017

• Submitted comment: “The protocol in both update questions 
does not include reference to the published Core Outcome Set for 
hip fracture which is the best guide we have for appropriate 
outcomes and measurement instruments for use in this 
population. http://www.comet-initiative.org/studies/details/274“

• Developers’ response: “Thank you for your comment. The 
committee agreed that it was important to consider the Core 
Outcome Set (COS) for hip fracture in their deliberations on 
outcomes to consider (section 2.4 evidence to 
recommendations)…..”

http://www.comet-initiative.org/studies/details/274
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SCORE-IT



COS for routine care 
• COS for clinical research: n = 229 studies (87%)

• COS for clinical research and clinical practice: 

n = 35 studies (13%)

• Ongoing studies: 36% for research and practice

• The 2017 EULAR recommendations for a core 
dataset to support observational research and 
clinical care in rheumatoid arthritis. ARD 2018



Achieving global consensus
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