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Why seek patient input in COS?

“Sometimes people can 
assume that they know 
what outcomes are 
important and actually 
they’re completely 
different from the ones 
that patients feel are 
necessary.”Rosanna Preston (Former Chief 

Executive, The Cleft Lip and 
Palate Association)



Patient participation versus involvement 

Haywood et al Public Involvement in Developing a Core Outcome Set for Cardiac Arrest Clinical Trials: COSCA 
initiative - http://www.oxfordahsn.org/wp-content/uploads/2017/01/K-Haywood-Outcomes-that-matter-slides.pdf

Participation – patients 
contribute data to COS studies

Involvement – patients input to 
planning/design of COS studies 

Identified “real, wide-ranging problems 
that we currently do not assess” 

“Clear guidance for what was 
acceptable and relevant“

“Enabled the patient voice to be heard 
throughout the COS development 
process” 

“Part of the writing team”

Both patient participation and involvement helped to 
keep “the values of patients high on the agenda”

http://www.oxfordahsn.org/wp-content/uploads/2017/01/K-Haywood-Outcomes-that-matter-slides.pdf


What patient input are COS developers seeking?

Participation Involvement 

63/264 (24%) COS published up to 
end of 2014 had patient 
participants

171/189 (91%) ongoing COS plan to 
include patient participants

Rates of patient 
involvement not known

Participation and 
involvement often blurred 
(Gargon JCE 86 2017, 140-152) 



Is your COS study completed or close to completion? 

Did a patient/member of the public input or advise on 
the design or running of your COS study?

We’re interviewing patients/members of the public 
for qualitative study to inform guidance on patient and 

public involvement in COS studies

If yes, please get in touch!

Lucy Brading 

Lbrading@liverpool.ac.uk

Can you help us access interviewees? 

mailto:Lbrading@liverpool.ac.uk


How patients participate in COS? 

• Delphi surveys

• Consensus meetings, workshops, discussions

• Qualitative studies (focus groups or 
interviews)



Patient participation in COS via 
qualitative studies

• Part of wider multi-method COS study

• Enable patients to participate in own terms

– Identify outcomes not captured by other methods?

• Inform Delphi/consensus process 

• Inform consensus deliberations 

• But needs resource and expertise  

• Collect new qualitative data vs systematic reviews of 
published qualitative studies* 

*Keeley et al Trials 2016 17:230;  Hashem et al Critical Care 2016 20:345



Ethics – UK position
• HRA: If the aim is to produce generalisable knowledge, COS development is 

research and like any research requires ethical review

– Likely applies for all participants. 

– (Ethical review not needed for involvement of patients/public in 
design/planning of COS studies)  

• Who should review - NHS REC or other body e.g. university? 

– Depends on how you plan to identify participants - see HRA decision tool 
http://www.hra-decisiontools.org.uk/ethics/.

• If NHS ethics is required a proportionate review may suffice, although some 
COS developers have had to seek full review

COMET Resource: Research ethics considerations for COS studies with patients 
http://www.comet-initiative.org/ppi/researchers

http://www.hra-decisiontools.org.uk/ethics/


Patient Participation in COS -
Some key challenges

• Understanding COS & 
the need for COS

• Patient perceptions of  
COS

• Language

• Patient input into COS 
studies

• International COS



Outcome? …… I 
just want to be 

cured!

Important 
outcomes? …… 

They’re all 
important!

COMET / COS  Plain Language Summary - http://www.comet-
initiative.org/resources/PlainLanguageSummary

Understanding 
COS

http://www.comet-initiative.org/resources/PlainLanguageSummary


Surely you know already which 
outcomes are important to us!

“Patients assume that researchers must 
know what’s important to them and COS 
would have been sorted out a long time 
ago”.  Humphreys 2014 (Public research 
partner)



Tinnitus COS animation



Taking part in a COS study

• “Scientific studies are always a  bit daunting …you may 
sort of think that your opinion doesn’t count for 
anything or that maybe you don’t have the same 
opinion as somebody else … so you’re complaining ….or 
what you’re talking about is just not important.” Jo 
Hossell (parent COS participant).

• Developing an interest in a COS study
• Explaining the process of a COS study

(Delphi plain  language summary: http://www.comet-
initiative.org/resources/PlainLanguageSummary) 

http://www.comet-initiative.org/resources/PlainLanguageSummary


Consensus meetings 

• Appropriate planning 
and support for patients 
in consensus meetings

COMET Resource: Tips for 
Designing an Accessible Core 
Outcome Set Consensus 
Meeting http://www.comet-
initiative.org/ppi/researchers

http://www.comet-initiative.org/ppi/researchers


http://www.comet-
initiative.org/resources/publicinvolvement



International COS

• Ethics 

• Language 

• Culture 

• Funding

• Infrastructure

International PPI Network



Breakout groups

• Focus on patient participation in COS 
Delphis/consensus meetings, also how patient 
involvement in design/running of COS can 
help 

• 4 groups of ~10 people, 3 questions per group 

• Brief feedback – 2-3 minute headlines per 
group



Breakout group - questions 
1. How can you involve patients and the public in 

helping you design and oversee your COS study?

2. What principles and practicalities are important in 
identifying and sampling patients participants?

3. Ways of explaining concept of outcome/COS?

4. How to design Delphis to enable meaningful patient 
participation?

5. How to design and prepare for consensus meetings to 
enable meaningful patient participation?

6. What are the challenges of running an international 
COS with patient participants and how might you 
overcome them?   


