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How to  the quality of the evidence 
 

What is GRADE? 

The most prominent framework for evaluating the effectiveness of systematic reviews is GRADE 

(Grading of Recommendations, Assessment, Development and Evaluations). GRADE offers a system for 

rating quality of evidence in systematic reviews and guidelines and grading strength of recommendations 

in guidelines. GRADE is used to rate the certainty of evidence for a treatment efficacy from high to very 

low. 

The GRADE system takes in two types of studies:  

 Randomized Controlled Trials (RCTs)  

 Observational studies (non RCT) 

Getting started with GRADE - an overview of the process 

Step 1- Selection of Outcome:  

Select one of the outcomes that represent one of the key outcomes for decision-making irrespective of 

how many studies contribute data. Predefining the summary of findings table outcomes will help to guard 

against emphasizing results on the basis of the amount of evidence or the size and direction of the effect. 

This table lists all the data that influence the quality of evidence. The final result of GRADE has four 

levels of evidence: very low, low, moderate, and high which is expressed by Ꚛ, where the higher number 

of Ꚛ is, the more valuable it is. Table1 is an example of evidence profile. 

 

Step 2- Determining the quality of evidence based on the type of studies 

For each outcome: 
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a. Identify whether the evidence for that outcome comes from: 

i.  RCTs (where the rating starts at HIGH quality) or 

ii.  Non-RCTs (where the rating starts at LOW quality). 

b. Following the guidelines below, systematically work through each of the GRADE criteria, 

deciding whether to downgrade and/or upgrade the quality of the evidence and by how much. 

Upgrading decisions will depend on the nature of the study designs you are basing your 

assessments on. 

Step 3- Downgrade the evidence: 

At this stage, it is necessary to evaluate the effect of five quality factors for each outcome. These quality 

factors are:  

 Risk of Bias 

 Inconsistency 

 Indirectness 

 Imprecision 

 Publication Bias 

Now let’s verify these five quality factors. 

Reasons to downgrade the evidence 

1- Risk of Bias: what are the limitations? 

Generally speaking, your assessments of studies using the risk of bias tool forms the basis for identifying 

limitations at the outcome level. You can then determine how the risk of bias for each of the studies might 

influence the size, direction, consistency and precision of the overall effect.  
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2- Inconsistency: how consistent are the results? 

Heterogeneity refers to any kind of variation across studies. Statistical tests that suggest heterogeneity is 

present, and in systematic reviews different types of heterogeneity can occur: 

 Clinical heterogeneity: differences associated with the participants, interventions or outcomes.  

 Methodological heterogeneity refers to differences in the way that studies were conducted – for 

example, differences in study design or risk of bias.  
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Score -1        Problem with 1 element 

0        population and outcomes broadly generalizable 

-2       Problem with 2 or more elements 

3- Indirectness: how do these results apply to my review question? 

Indirectness refers to how well the evidence included in the review answers the review question. 

It is based on the generalizability of population and outcomes from each study to our population 

of interest. 

 

 

 

 

 

4- Imprecision: how precise is the effect size? 

Results are imprecise when studies include only relatively few patients or for dichotomous 

outcomes, there are few events, or when there is a lot of variation in the effects among the 

participants in continuous measures. As a result, there may be wide confidence intervals (CIs) 

around the effect estimate. When assessing imprecision, you should look at two things in 

particular: 

 The number of people analyzed: is there enough information to detect a precise estimate 

of the effect? 
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 The CI around the effect estimate: does the CI (i.e. the range of values that the effect 

estimate might take) include meaningful benefit and harm, or a meaningful effect and no 

effect (consistent or inconsistent effects)? 
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• When methodologically strong observational studies yield large or very 

large and consistent estimates of the magnitude of an intervention 
effect, we may be more confident about the results.  

 

• In situations like this, even though the study design is weak and is likely 
to overestimate the effects of the intervention, it is unlikely to explain 

all of the apparent benefit or harm. 

Large 
magnitude of 

effect 

 

• The presence of a dose-response gradient (relationship) may increase 
our confidence in the findings of observational studies and thereby 
increase the quality of evidence. 

Dose Response 

 

• On occasion, all plausible confounding from observational studies or 
randomized trials may be working against the direction of the 
observed effect, either to: 

•  reduce the effect seen, or 

•  increase the effect if no effect was observed. 

 

Effect of all 
plausible 

confounding 
factors  

5- Publication Bias: are these all of the relevant studies? 

Publication bias is a systematic under or over estimation of the underlying beneficial or harmful 

effect of the intervention, due to the selective publication of studies or availability of their data. 

 

Reasons to upgrade the evidence 

There are three major possible reasons to upgrade the quality of evidence. 
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Incorporating GRADE into the review 

1- Describing the methods used for assessing the quality of the evidence   

2- Integrating the ratings of quality with the reporting of results: having used GRADE to assess the 

quality of the evidence, these ratings need to be reported together with the results. 

3- Including information about the quality of the evidence in the Discussion section  

4- Brief references to the ratings should also be included in the descriptions of your findings in all 

summary versions of the results, including the Conclusions, Abstract, and Plain Language Summary. 
Table 2 can be used to work through a GRADE assessment for each outcome. 

 
Table 2 -Table for assessing the GRADE criteria 
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