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Intended intervention protocol:

Intervention 
provider Participant

2. Failure to implement as intended

1. Additional interventions given

£$!

3. Non-adherence by trial 
participants
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Blinding

Deviations 

Appropriate 
analysis



Part 1: Questions 2.1 to 2.5

N/PN

Some concerns
NI

Part 2: Questions 2.6 & 2.7

Y/PY
Low risk

N/PN
Some concerns

‘Low risk’ of bias in Part 1 AND ‘Low risk’ of bias in Part 2

‘Some concerns’ in either Part 1 or in Part 2, AND Not ‘High risk’ in either Part

High risk  in either Part 1 or in Part 2

Low risk

Some concerns

High risk

Criteria for the domain

N/PN

Y/PY

N/PN/NI

Y/PY/NI

High risk

Y/PY

Either Y/PY/NI

Y/PY/NI

N/PN/NI

High risk

2.4 Deviations 
affect 

outcome?

2.3 Deviations that 
arose because of 
the trial context?

2.5 Deviations 
balanced 
between 
groups?

2.6 Appropriate 
analysis to 

estimate the effect 
of assignment?

2.7 Substantial 
impact of the 

failure to analyse 
participants in  

randomized 
groups?

2.1 Participants 
aware of 

intervention?

2.2 Personnel 
aware of 

intervention?

Both N/PN
Low risk

Effect of assignment to intervention
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(a) Randomized allocation and treatment received

(b) Randomized allocation and the outcome

An IV analysis exploits 
these associations to 
estimate the per-
protocol effect
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Blinding

Specific 
deviations

Overcome 
by analysis?



2.1 Participants 
aware of 

intervention?

2.2 Personnel 
aware of 

intervention?

2.3 Balanced 
non-protocol 

interventions?

Y/PY Some concerns

2.4 Failures in 
implementation 

affecting outcome?

2.5 Non-adherence 
affecting outcome?

2.6 Appropriate 
analysis to 

estimate the effect 
of adhering?

Both N/PN

Low risk
Both NA/N/PN

Either Y/PY/NI

N/PN/NI

Either Y/PY/NI

High risk

N/PN/NI

NA/Y/PY

Effect of adhering to intervention




