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Overview

• Outcome measures, evidence & problems

• Core outcomes sets, OMERACT

• Core outcome sets in colorectal cancer



Outcomes

“...are events that are either present or absent 

after participants receive an intervention or after participants receive an intervention or 

exposure that can be measured and 

compared...”



Randomised controlled trials

• Primary outcome• Primary outcome

• Secondary outcomes



Systematic 
reviews and  
meta-analyses

• Combine RCTs to 
provide a summary 
result



Problems with outcomes

• Not all trials measure the same outcomes

• Outcomes are measured in different ways

• Outcome reporting bias



1. Many 
different different 
outcomes





Outcome No. of studies reporting outcome (n=48)

Survival 17

Different outcomes

Recurrence 31

Quality of life 0

Surgical mortality 37

Operative morbidity 36



Different outcomes

• Unable to perform meta-analysis.

• No firm conclusions could be reached• No firm conclusions could be reached

• More trials needed.



2. Outcomes 
measured in 
different 
waysways





Different outcome measures

HRQL Questionnaire Number of studies (n=26)

EORTC QLQ-C30/CR38 17

SF-36 4

FACT-C 1FACT-C 1

EQ-5D 1

HADS 1

STAI 1

mCOP-QoL-Ostomy 1

FIQL 1

Spitzer’s QLI 1

CRC-QoL 1



Different outcome measures

• 367 different items.

• Unable to perform meta-analysis.• Unable to perform meta-analysis.

• No firm conclusions could be reached



3. Outcome 
reporting reporting 
bias





Outcome reporting bias

• 10% missing data in Cochrane reviews

• 30% reviews contained one trial with ORB

• Treatment effect over-estimated by 20%



Core outcome sets

“...are an agreed standardised set of outcomes 

that should be measured and reported, as a that should be measured and reported, as a 

minimum, in all clinical trials in specific areas of 

health or health care.”



• Provide guidance for core outcome sets 

• Collate and maintain relevant resources• Collate and maintain relevant resources

• Develop reporting standards

• http://www.liv.ac.uk/nwhtmr/comet/comet.htm

Paula Williamson, Northwest HTMR Hub (lead)
Jane Blazeby, ConDuCT HTMR Hub, Bristol 
Doug Altman, Oxford
Mike Clarke, Cochrane



Core outcome set development

• Identify all potential domains of interest

• Reduce to shorter list & further reduce• Reduce to shorter list & further reduce

• Ensure key stakeholder involvement 





OMERACT – core outcome set

• tender joint count
• swollen joint count 
• patient’s assessment of pain          • patient’s assessment of pain          
• patient’s assessment of global well being
• physician’s assessment of global well being
• physical function
• acute-phase reactant





Patient core outcome sets

• Patient perspective workshop 2002

• Patient interviews – 63 outcomes

• Patient focus groups – 23 prioritised

• Survey of patients



Patient core set

• pain 
• activities 
• joint damage

Clinical core set 

• tender joint count
• swollen joint count 
• patient’s pain       • joint damage

• mobility
• life enjoyment 
• independence 
• fatigue 
• valued activities

• patient’s pain       
• patient’s global 

assessment
• physician’s global 

assessment    
• physical function
• acute-phase reactant 



The development of a core outcome set for 
clinical trials of colorectal cancer surgeryclinical trials of colorectal cancer surgery
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Aims



Methods

1. Identify all the outcomes we COULD measure

2. Agree on CORE outcomes



Methods
Systematic literature 

review

Comprehensive outcome listPhases 1 & 2

Two separate consensus meetings

Delphi consensus voting

(patients & professionals separately)

Two core outcome sets

Phase 3

Phase 4



Systematic review

Articles identified
n=4558

Duplicates removed 

Articles screened
n=3735

Articles included
n=1019

Duplicates removed 
n=823

Articles excluded
n=2716



Inclusion criteria

• Surgery for CRC

• Neoadjuvant/adjuvant chemo/radiotherapy

• Palliative surgery



Exclusion criteria

• Palliative chemo/radiotherapy/stenting

• Non-biomedical interventions• Non-biomedical interventions

• Screening

• Endoscopic treatment

• Review articles



Agree on CORE sets



Patient delphi process

Please rate the importance of measuring each of these 
outcomes in clinical trials of colorectal cancer.

Irrelevant Important

1. Survival after surgery 1 2 3 4
2. Presence of a stoma (bag) 1 2 3 4
3. Pain after the operation 1 2 3 4
4. Service satisfaction 1 2 3 4
5. Dry mouth after chemotherapy 1 2 3 4



Clinician delphi process

Please rate the importance of measuring each of these 
outcomes in clinical trials of colorectal cancer.

Irrelevant Important

1. Survival 1 2 3 4
2. Disease recurrence 1 2 3 4
3. Resection margin 1 2 3 4
4. Number of lymph nodes 1 2 3 4
5. Blood loss 1 2 3 4





To date

• NIHR Doctoral Research Fellowship award

• Ethics committee approval obtained• Ethics committee approval obtained

• Systematic review in progress



Impact of research

• Trials measure the same, minimum, outcome set

• Improved meta-analyses

• Reduced outcome reporting bias and cost



Summary

• Core outcomes improve trials 

• Understanding service users views is central

• COMET initiative
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