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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 

    COMET definition 
 



Scope of a COS  

• Health condition, population and types of 
intervention  

• e.g. in colorectal cancer, a COS might be developed 
for all patients or it may focus on patients with 
metastatic disease  

• e.g. in morbid obesity, a COS may be created to use 
in trials of all interventions or just bariatric surgery 
alone  

 

• Research or practice setting 

 



 
COMET Initiative   

 
• To raise awareness of current problems with 

outcomes in clinical trials 

• To encourage COS development and uptake 

• To promote patient and public involvement in 
COS development  

• To provide resources to facilitate this 

• To avoid unnecessary duplication of effort 

• To encourage evidence-based COS development 

 

 



 
COMET - looking back 

 
• Liverpool 2010  

 

• Bristol 2011  

 

• Manchester 2013 

 

• Rome 2014 

 

 

 

 

 

 

(NIHR). 

                                 

 



 
COMET Resources  

 
• COMET database 

• Advice – design, funding applications, 
public and patient involvement 

• Methodological guidance 

• Reporting guidance 

• E-Delphi software 

• Training and research workshops 

• Annual international meetings  

• Downloadable slide set 

 

 

 



Website   

www.comet-initiative.org 



 PLoS ONE 2014; 9(6): e99111 



 
COMET database   

 
• Includes 357 papers relating to 303 COS  

• Of which, 71 are ongoing 

 

• Also, 128 reviews of outcomes in trials 

• And, 52 patients’ perspectives 

 

• 2 reviews of COS 

• Sinha 2008 

• Gargon 2014 



 
COMET database   

 
• 84 published COS studies up to end of 2014  

involved Canadians in some way 

 

• 14 studies had a corresponding author who was 
based in Canada  

• 52 studies included one or more authors who 
were based in Canada  

• 79 studies involved Canadian participants  

  

 



 
COMET website  

 • >16,500 visits in 2014 (36% more than 2013) 

 and 9780 new visitors (43% increase) 

• Increased from 66 countries in 2011, to 124 
countries in 2014 

• Visitors in 2014 

• UK: 49% 

• USA and Canada: 16%  

• Rest of the world: 35% 

• 6588 database searches have been run since 
inception (2383 searches in 2014) 

 

 



 
Promotion and collaboration  

 • Trialists - SPIRIT guidelines 

• Trial funders - NIHR (HTA, RfPB, PGfAR), ARUK, AMRC,  

     HRB Ireland 

• [Review sent to 245 research funders in 31 countries] 

• Industry - EFPIA 

• Regulators - EMA, FDA 

 

• Systematic reviewers – Cochrane (Mike Clarke, Day 2) 

• Guideline developers – NICE 

• Journal editors - CROWN 



 
Prospectively registered COS   

 
 

• 2011:  12   

• 2012:    5   

• 2013:  20   

• 2014:  19   

• 2015:  17  

 



 
Avoiding unnecessary duplication 

of effort    
 

• September 2014: Enquiry submitted via website by 
researcher A to register COS in delirium 

• Request from COMET (Liz) for registration information 

• Not supplied but project held on COMET private list 

• May 2015: Enquiry received from researcher B about 
the same area 

• Liz contacted researchers with request to share details  

• Researchers A and B happy to be put in contact  

• Working together to bring agreeable structure    

 

 



Scope 

Identifying existing knowledge 

Stakeholder involvement 

Consensus methods 

Achieving global consensus 

Regular review, feedback, updating 

Implementation  

Clear presentation 

 Trials 2012; 13: 132 



 
Outcome measurement  

 
• ‘What’ to measure 

• ‘How’ to measure (validity, reliability, 
feasibility) 

        - COSMIN 

  - PROMIS 

  - PROQOLID 

  - TREAT-NMD ROM 



Stakeholder involvement  

• Health care practitioners  

• Patients, carers, representatives  

• Regulators 

• Industry representatives  

• Researchers 

  

• Stage of involvement may vary by group  



COMET PoPPIE Working Group 
• People and Public Participation, 

Involvement and Engagement (PoPPIE) 

• Heather Bagley, COMET PPI Coordinator 

• Membership  

 

• COMET website presence 

• Plain language resources 

• EUPATI webinar 

• Videos – parent, patient organisation  

 

 

 

 

 

 

 



PoPPIE research agenda – how to? 

• Involve patients as research partners in design 
of COS studies 

• Identify and meet information needs of 
patients as both research partners and 
participants  

• Identify appropriate consensus methods for 
patient groups  

• Generate appropriate questions for patients 
taking part in a COS study 

 

 



PoPPIE research agenda – how to?  

• Access and engage patients in COS studies 
(Facebook? Newsletters?)  

• Ensure hard to reach communities are 
involved  

• Bring different stakeholder groups’ views 
together  

• Evaluate the stakeholder experience of taking 
part  



Plain language resources 

www.comet-initiative.org/ 
resources/PlainLanguageSummary  



COMET - going forwards 
• New COS: from 18/year to 40 by 2018  

• Maintain and keep the database up to date 

• Reporting guideline  

• ‘Self-help’ resources (COMET Handbook) 

• Advice from experienced COS developers  

• Local network meetings 

• COMET ‘PoPPIE’ Working Group 

• Quality assessment tool  

• Investigation of COS uptake (Karen Barnes)  

 

 

 

 

 

 



 
COMET V Programme  

 
• Recently developed core outcome sets  

• COS for trials with children    

 

• Patient engagement 

• Links with Cochrane, GRADE, EQUATOR   

• Panel discussion 

 

• Contributed posters 

 

• Methods workshops 

 

 

 

 

 

 

 



 
www.comet-initiative.org 

 
 

Twitter: @COMETinitiative 
 
 
 
  

 

 

 


