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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 



Core outcome set for trials - 2010

• 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



DMARD trials for rheumatoid arthritis

Source: Kirkham, J. J., M. Boers, et al. (2013). Outcome measures in rheumatoid arthritis randomised trials over the last 50 years, Trials 14(1): 324.
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Systematic review of COS for trials

• 307 published 
studies (366 
COS)

• 250 ongoing 
studies



Improvements over time (Kirkham et al, BMJ 2017)
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COS for routine care

• COMET identifies and databases 

• ICHOM sets - COS for research exists for 22/27 

http://www.ichom.org/medic

al-conditions/depression-

anxiety/

Rush et al. (2006). "Report by 

the ACNP Task Force on 

response and remission in 

major depressive disorder." 

Neuropsychopharmacology 

31(9): 1841-1853.



COS for research AND practice

• Published: 32/307 (10%)

• Ongoing:   119/250 (48%)



“Practical priorities will drive 
NHS digital transformation ….. 
making data captured for care 
available for clinical research”

“How can randomised 
trials become part of routine 
care and best utilise current 
clinical care pathways?”



COS and the healthcare  ecosystem 

COS Development

User L1 – Trialist/Primary 
researcher

User L2 – HTA, Cochrane, 
Systematic review

User L3 - Guidelines 
producer/Policy maker

Feeder – Research 
recommendations/Quality 

standards/Audit criteria



Measuring outcomes in routine care/EHR
- BARRIERS

• Practical – insufficient time, disruption to 
normal work routines, lack of appropriate 
infrastructure to enable data entry

• Instruments - too cumbersome, difficult to 
interpret, not relevant to decision-making at 
the time, lack of agreement on appropriate 
measures



Measuring outcomes in routine care/EHR 
- FACILITATORS

• Multiple levels – policy changes within 
organisation, financial incentives, engaging 
clinicians in the planning stage of the process, 
transparency around rationale

• Instruments - fit for purpose, feasible in setting, 
supporting decision-making as integral part of 
health care process



Minimum standards for COS development

PLoS Medicine 2017; 14(11):e1002447
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COS for research: Stakeholder input

• Healthcare professionals that would be able to suggest 
important outcomes (e.g. clinical experts, practitioners, 
investigators with particular experience in the condition)

• Patient representatives (e.g. patients, public, participants 
who have experienced the condition, family members, carers)

• Those who will do the research that will use the COS (e.g. 
clinical trialists, industry)

• Those who will use the research that should have used the 
COS (e.g. systematic reviewers, guideline developers, policy 
makers, regulators)



“Doctors know about the illness, but 
patients know about the impact”

• Berglas 2016

• 30 CADTH guidelines 

• Views from patients on guideline panels

• Only 50% of the outcomes that patients said 
matter to them are captured in primary 
studies 



Patient participation 

• Patients, carers, patient support group 
representatives, service users



PoPPIE Group:
People and Patient Participation Involvement 

and Engagement

To lead and oversee the 
public participation, 

involvement and 
engagement work of the 

COMET Initiative





SCORE-IT COS ICHOM set NICE QS NICE QI CPRD DECIDE

Overall survival ✓ ✓ ✓

Death, with cause recorded ✓ ✓

Heart failure ✓ ✓ ✓ ✓

Gangrene or amputation of the leg, foot or toe ✓ ✓ ✓ ✓

Diabetic ketoacidosis ✓ ✓ ✓ ✓

Hyperglycaemia ✓ ✓ ✓ ✓

Hypoglycaemia ✓ ✓ ✓ ✓ ✓

Cerebrovascular disease ✓ ✓ ✓ ✓

Hospital admissions due to diabetes ✓ ✓ ✓ ✓ ✓

Side effects of treatment ✓ ✓ ✓

Global quality of life ✓ ✓ ✓ ✓ ✓

Nonfatal myocardial infarction ✓ ✓ ✓ ✓

Visual deterioration or blindness ✓ ✓ ✓ ✓

Glycaemic control ✓ ✓ ✓ ✓ ✓

Neuropathy ✓ ✓ ✓ ✓

Kidney function ✓ ✓ ✓ ✓

Activities of daily living ✓ ✓

Body weight ✓ ✓ ✓ ✓
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