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Overview

• How to create a long list of outcome domains

• How to manage it to inform a consensus process



Methods for COS development

Grouping of ‘long list’ into domains

Identify all possible outcomes

Conversion of domains into questionnaire items

Consensus process to reduce long list to short list

‘Core set’ of outcomes

Consensus meetings



Long list of outcomes

• Define COS scope

– Disease, population, intervention

– Pragmatic or explanatory trials (other)



Scope: Disease, population, intervention

Disease: All stages, or focussed on particular category

- e.g. in colorectal cancer (all or M1 disease) 

Population: All types of cancer or specific cancer type

Intervention: All treatment types e.g. in morbid 
obesity, (all interventions or just surgery) 



Scope: Pragmatic, explanatory trials etc.

Pragmatic: clinical effectiveness endpoints - e.g. PROs, 
long term 

Explanatory: Adverse events, short term

Audit/registry: In hospital mortality, treatment failure



Gastric 
cancer Burns 

treatment 

Hypertension

Geriatric 
oncology 
research

for children

….in pregnancy



Oesophageal cancer surgery

Grouping of ‘long list’ into domains

Identify all possible outcomes

Conversion of domains into questionnaire items

Consensus process to reduce long list to short list

‘Core set’ of outcomes

Consensus meetings



Identify all possible outcomes

‘Long list’ of all    
possible outcomes

Systematic review of 
patient-reported outcomes  

Interviews with patients 
and professionals

Examine national guidelines 
and audit data outcomes

Review of patient 
information leaflets

Systematic review of clinical 
outcomes

Meta-synthesis of 
qualitative studies  











“No single complication was reported in all 
papers, and 60 did not define any of the 

measured complications”



Analyses of literature

• Verbatim terminology listed





And 10 more pages like this –
Outcome only reported once



Analyses of literature

• Verbatim terminology listed

• Calculated frequency of each outcome





Analyses of literature

• Verbatim terminology listed

• Calculated frequency of each outcome

• Independent classification into domain



Death In-hospital 
mortality

Operative 
mortality

In-hospital death

Post-operative 
mortality

Overall 
mortality 

90-day 
mortality

30-day 
mortality

Mortality

Intra-operative 
mortality

Verbatim outcomes from the literature 
classified to domains

Dying in hospital after the operation 
(in-hospital mortality)



Identify of possible outcomes

‘Long list’ of all    
possible outcomes

Systematic review of 
patient-reported outcomes  

Interviews with patients 
and professionals

Examine national guidelines 
and audit data outcomes

Review of patient 
information  leaflets

Systematic review of clinical 
outcomes

Meta-synthesis of 
qualitative studies  



Analysis of individual items needed

Map items onto 
domains (rather 
than use published 
scale name)



Scales Items

Physical functioning

Role-physical

Bodily pain

General health

Vitality

Social functioning

Role-emotional

Mental health

SF36 PROM

Vigorous 
activities

Moderate 
activities

Walk one 
mile

Bending, 
kneeling

Etc...



Scales Items

Physical function

Role function

Social function

Emotional function

Cognitive function

Global QOL

QLQ-C30 PROM

Strenuous 
activities

Staying in 
bed

Short walk

Long walk

Help 
eating, etc.



Items in physical function domains

GIQLI Physical function1 C30 Physical function2 SF36 Physical function3

Tiredness Strenuous activity Vigorous activities

Feeling unwell Ability to walk Bending, kneeling

Waking at night Time spent in bed Walk one mile

Changes in appearance Time spent in a chair Moderate activities

Strength Need for help with self-care 

Endurance

Feeling unfit

1. Eypasch E et al. GIQLI Gastrointestinal quality of life index - development, 
validation and application of a new instrument. Br J Surg 1995, 82:216–222. 

2. Aaronson NK et al The EORTC QLQ-C30 – an instrument for use in 
international clinical trials in oncology. J Natl Cancer Inst 1993, 85:365–376.

3. SF36 JE Ware et al. 



Analysis of individual items needed

Map items onto 
domains (rather 
than use published 
scale name)



• Some limited methodology - Cochrane Handbook

• Meta-analysis of RCTs of psychosocial interventions in 
the treatment of pre-menstrual syndrome 

Mapping items onto domains

• “Two investigators independently examined each 
instrument – including all domains – and group them 
into discrete conceptual categories”



Individual 
item 

Individual 
item

Items, scales & domains

2 items in original scale

Scale no. 1

Outcome domain Domain no. 1



Individual 
item 

Individual 
item

Individual 
item

Items, scales & domains

3 items in one 
original scale no. 1

Outcome domain Outcome domain

Domain no. 2Domain no. 1



Swallowing 
(Dysphagia)

I have difficulty 
swallowing solids

I have difficulty 
swallowing liquids

I cannot swallow my 
saliva

Mapping items onto domains

Swallowing (Dysphagia) scale



Emotional

I am able to 
work

My work is 
fulfilling

Role 
physical / 

ADLs

I am able to 
enjoy life

FACT-G “Functional well-being”

7 items in 
original scale

I am content 
with my 
QOL…

I have 
accepted 
my illness

I am 
enjoying the 

things I 
usually do 

for fun

I am 
sleeping 

well

SleepRole 
emotional

Global QOL

Outcome domains



Mapping items onto domains

• Determined by expert opinion & patients 

• Examined all items in the PRO measures

Gastro/Oesophageal Support and Help group



Identify of possible outcomes

‘Long list’ of all    
possible outcomes

N=701

Systematic review of PROs 
n= 132

Interviews with patients 
and professionals n=20

National guidelines and 
audit data outcomes n=-13

Review of patient 
information leaflets n=308

Systematic review of clinical 
outcomes  n=248

Meta-synthesis of 
qualitative studies  



• 132 was mapped onto 32 outcome domains

32 domains used to create items in the survey

Mapping items onto domains





Identify outcomes (e.g. Bariatric surgery)

‘Long list’ of all    
possible outcomes

Meta-synthesis of 
qualitative studies  

Interviews with patients 
and professionals

Examine national guidelines 
and audit data outcomes

Review of patient 
information  leaflets

Systematic review of clinical 
outcomes

Systematic review of 
patient-reported outcomes



Themes from published 

qualitative research 

Themes from interviews

Meta-synthesis & qualitative interviews

Outcome domains



Results: meta-synthesis

2603 abstracts, 

33 qualitative studies 

39 themes

(36 overlap with PROs)

“The development of new 

addictions after surgery”

“Excess skin”

“Stigma”



Identifying and grouping the information

Clinical outcomes 

systematic review

1088 outcomes

18 health categories
(8 clinical health, 

10 patient-reported health)

Patient-reported outcomes 

systematic review

68 PRO measures (254 

PROs)

Qualitative research 

systematic review

39 themes

Interviews with bariatric 

surgery patients (n=7)

2 additional themes

Questionnaire
130 items (questions)

Grouped into





Identify of possible outcomes

‘Long list’ of all    
possible outcomes

Meta-synthesis of 
qualitative studies  

Interviews with patients 
and professionals

Examine national guidelines 
and audit data outcomes

Review of patient 
information leaflets

Systematic review of clinical 
outcomes

Systematic review of 
patient-reported outcomes







Identify of possible outcomes

‘Long list’ of all    
possible outcomes

N=701

Systematic review of PROs 
n= 132

Interviews with patients 
and professionals n=20

National guidelines and 
audit data outcomes n=-13

Review of patient 
information leaflets n=308

Systematic review of clinical 
outcomes  n=248

Meta-synthesis of 
qualitative studies  

Domains 
N=68



‘Long list’ of all    
possible outcomes

N=701
Domains (n=68)

Events after discharge (n=8)
- Related to eating & drinking
- Requiring re-operation

In-hospital events (n=18)
- During surgery
- After surgery

QoL after discharge (n=38)
- Activities of daily living
- Eating & drinking
- Physical health
- Physical appearance
- Social life & relationships
- Mental health
- Overall health & well being

Benefits of surgery (n = 3)
- Improved eating & drinking
- Survival/Disease free survival



How to classify domains?

• Remember the scope of your COS

• Use independent views

• Multi-disciplinary approaches

– Patient benefit

– Adverse events

– Specific issues related to scope



Summary 

• Can be very detailed, lengthy process (more to 
it than apparent  - get advice)

• Possible to simplify the process

• Domains critical to the consensus process –
try to avoid overlap


