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This document is designed to assist researchers in the design phase of their project to 
ensure that their resultant study will meet the required standards to be included in 
evidence-based clinical practice guidelines. To be included in such guidelines, studies 
are often assessed against a risk of bias analysis. The table below describes one such 
system, and it is based on the Agency for Healthcare Research, and Quality (AHRQ) 

Methods Guide for Comparative Effectiveness Reviews [1] and in the AHRQ Report 235 [2]. 
 

RISK OF BIASES (ROB) 
Common design issues that lead to a high ROB are: 

 
 
 

A poor reporting of 
randomization methods 

Proper randomization reduces 
selection bias as participants begin 

the study. It is a crucial component of 
a high-quality RCT. It hinges on two 

steps:  generation of an 
unpredictable allocation sequence 
and concealment of this  sequence 

from the investigators who are 
enrolling participants into the 

treatment conditions. 
 
 
 

Not having a care 
provider and 

patient/client masking 
This does not apply in 

psychological treatment studies. 
However, would apply if you are 
comparing your psychological 

treatment with a medication 
treatment and a placebo control. 

 
 
 
 

A poor description of the 
allocation concealment method 

How was the person  who allocated 
the   patients  kept separate to the 

allocation process. 
 
 
 
 

Not conducting intent-to- 
treat (ITT) analyses 

You can’t only present the findings 
for people who only completed 
treatment. Those that did not 
complete the study must be 

included, and the process you went 
through to include them needs  to  
be described and  consistent  with 

current statistical practices. 

A poor reporting about the 
masking of the outcome 

assessors 
The assessors need to take 
steps to ensure they don’t 
inadvertently find out what 
treatment condition the 
patient was in. 

 
 
 
 

Report over 20% overall 
attrition 

Dropout overall must be lower 
than 20% 

 
 
 

Report over 15% of 
differential attrition 

The difference between any two 
treatment conditions in dropout 
should no t  be greater than 15% 

 

When treating PTSD or Complex-PTSD, it is important to mention the percent of participants 
who met full criteria using a diagnosis instrument (e.g., CAPS-5). 
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A final note is that many researchers for psychotherapy studies often look at Treatment 
Implementation, which is assessing variables that can affect the quality of the therapy (see 

Munder and Bath, 2018). Things assessed include fidelity to protocol, therapist qualifications, 
and preference of the therapist for one treatment over another 

The U.S. National Center for PTSD (NCPTSD) requested the AHRQ the exploration of an expanded 
ROB system to address concerns about transparency, reproducibility, and sensitivity of ROB 
assessment because the NCPTSD noted that most studies fall into the medium ROB category, and 
were concerned that final ratings were potentially inconsistently applied across raters due to lack of 
transparency and clarity in assessment methods. 

If you want to know more about ROB assessment, you can read the RoB 2 Tool.   Go to 
https://tinyurl.com/yxqrop8q 

Other articles on risk if bias are the CONSORT guidelines. Go to: https://tinyurl.com/lml7hq 
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