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Inefficiency

• There is a lot of it. 

• Inefficiency wastes participant 
goodwill and time, resources 

• Practical and ethical issue





C o h o r t

Outcome measurement

 Large observational cohort 
of people with condition of 
interest

 Regular measurement of 
outcomes

 Capacity for multiple trials

Key features



C o h o r t

Outcome measurement

 For each trial 
 Identify those eligible

 Random selection for trial 
intervention

 Comparison of outcomes 
with those eligible but not 
randomly selected



Broad consent

We’re doing research, testing txs.. 

Can we use your data for research?

Can we contact you for research 
purposes e.g. if you are randomly 
selected?

Do you agree to not be contacted if 
you are not selected?

Specific consent 

You have been 
randomly selected 

Would you like 
this?
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Patient centred informed consent 



Helena M Verkooijen
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Generation Victoria (GenV)

Wake et al. BMC Medical Research Methodology (2020) 20:238





Where do participants 
come from?

How is information 
collected?

How do we report these 
trials/ studies?





CONSORT-ROUTINE

Cohort – a group of individuals 
collected for the purpose of 
conducting research

Routine data - collected for purposes other 
than research or without specific a priori 
research questions developed
- Electronic Health Record
- Registry
- Administrative Database e.g. government, 

private health insurance database, or a 
social care or education database



C o h o r t

Outcome measurement



P e o p l e

Routine data



Uses of cohorts or routine data

• to identify eligible participants

• to collect/determine outcomes 

• to implement an intervention 

• or for a combination of these purposes 



CONSORT-ROUTINE

Cohort – a group of individuals 
collected for the purpose of 
conducting research

Routine care – data collected for purposes 
other than research or without specific a 
priori research questions developed
- Electronic Health Record
- Registry
- Administrative Database e.g. government, 

private health insurance database, or a 
social care or education database



Trials use cohort and/or routine data 
sources to
- identify eligible participants
- automate randomisation
- deliver an intervention
- collect data, including assessing 

outcomes

Cohorts and routinely collected 
databases can vary in the way they 
represent complete, random, or 
convenience samples. 
Characteristics of the cohort or 
database can influence all aspects of 
the research



Terminology
Some trials might use a cohort or routinely collected data to either 
identify and recruit participants or collect outcome data 

Others might do both 

• cohort embedded trial

• cohort-nested trial

• cohort multiple RCT (cmRCT) design

• Trial-within-a-cohort 

• Trials within Cohorts (TwiCs) 



Informed Consent

• Can be applied at different levels and 
in different ways compared with 
conventional trial designs. 

• Consent might be sought and 
obtained to use the cohort or 
routinely collected database and for 
the trial

• Consent that is typical in conventional 
trials might not be done because of 
features of the integrated cohort or 
database and trial design.



Analysis

• Access information on participants 
not enrolled in the trial

• Differences in characteristics 

• Assessment of acceptability of 
intervention

• Assess representativeness of the 
participants in the trial 

• Assess the generalisability of the 
results



Final thoughts

“Even the best proven interventions 
must be evaluated continually through 
research for their safety, effectiveness, 
efficiency, accessibility and quality”

CONSORT-ROUTINE



Thank you

Hospital based Trials within Cohorts - Monday 17th May

Analysis of Trials within Cohorts - Tuesday 25th May 

Ethics of Trials within Cohorts - Thursday 27th May

c.relton@qmul.ac.uk www.twics.global
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(I) be 
treated… 

(II)...particip
ate in 
research… 

(III) …be 
observed
… 

 (IV)..have a 
doctor who does 
not know which 
treatment is best 
for me… 

(V) …have no 
control over 
which treatment 
I get… 

(VI)..the possibility 
that I will get a 
dummy treatment… 
and I wont know if it 
is or not ….and 
neither will my 
doctor… 

I consent 
to…… 

UNCERTAINTY Low High 

Consent to?
• To provide data for research

• To have data linked

• For data to be used in an 
(intervention?) study

• To be contacted again

• To be ‘randomised’

• To be offered tx

• To receive tx


