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S1. PEDro scale - Internal Validity (8 Criteria)

Criterion 1 
Random allocation 

Random allocation ensures that (within the constraints provided by chance) 
treatment and control groups are comparable. 

Criterion 2 
Concealed allocation 

Concealed allocation means that the person who determined if a participant was eligible for inclusion in 
the trial was unaware, when this decision was made, to which group the participant would be allocated. 
If allocation is not concealed, it may be possible (consciously or unconsciously) to influence the group 
to which a participant is allocated. This may occur either by changing the order in which participants 
are enrolled, or the order in which treatments are provided. This could produce systematic biases in an 
otherwise random allocation. 

Criterion 3 
Baseline similarity 

While random assignment prevents selection bias, it does not mean that groups are always equivalent 
at baseline. Imbalances between groups in key prognostic variables at baseline (variables that have the 
potential to influence outcomes), may subsequently bias treatment outcomes (for example, a group with 
greater disability at baseline may have worse outcomes post-treatment, masking true treatment effects). 

Criteria 4, 5, 6 
Blinding of subjects, 
therapists and assessors 

Blinding means the person in question (participant, therapist or assessor) did not know to which group 
the participant had been allocated. In addition, participants and therapists are only considered to be 
“blind” if it could be expected that they would have been unable to distinguish between the treatments 
applied to different groups. In trials in which key outcomes are self-reported (for example, visual 
analogue scale, pain diary), the assessor is considered to be blind if the participant was blind. When 
participants have been blinded, the reader can be satisfied that the apparent effect (or lack of effect) of 
treatment was not due to placebo or Hawthorne effect. When therapists have been blinded, the effects 
found are not due to therapists’ enthusiasm or lack of enthusiasm for the treatment or control conditions. 
Assessor blinding ensures effects were not due to assessor biases. 

Criterion 7 
Measures of key outcomes 
from more than 85% of 
subjects 

It is important that follow up measurement of outcomes is obtained from as many participants that are 
randomised to groups as possible. Participants who are lost to follow- up may differ systematically from 
those who remain in the study, potentially introducing bias. The level of bias increases correspondingly 
with the proportion of participants lost to follow up. 

Criterion 8 
Intention to treat analysis 

Almost inevitably there are protocol violations in clinical trials. Protocol violations may involve 
participants not receiving treatment as planned or receiving treatment when they should not have. 
Analysis of data according to how participants were treated (instead of according to how participants 
should have been treated) may produce biases. It is important that data are analysed as if each 
participant had received the treatment or control condition as planned. This is usually referred to as 
analysis by intention to treat. 

Statistical Reporting (2 Criteria): Criterion 9 = Between-group statistical comparisons; Criterion 10 = Point measures and measures of variability.
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