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Manual for assessment of risk of bias and relevance

General

e Use separate templates for controlled trials (randomized or non-randomized) and observational
studies.

e Use the following grades: 0-5 or 1-5. For items with only three grades described (0,3,5),
intermediate grades (1,2,4) may also be used.

Study design, controlled trials

1 =Non-randomized controlled trial, non-adequate control group
2 = Non-randomized controlled trial, adequate control group

3 = Quasirandomized trial

4 = Randomized controlled trial, randomization with flaws

5 =Randomized controlled trial, randomization without flaws

Study design, observational studies
1 = Case study

2 = Cross-sectional

3 = Case-control

4 = Retrospective cohort

5 = Prospective cohort

Statistical power

Statistical power is considered sufficient if (a) a power calculation is reported and the required
number of animals were included, or (b) if the principal endpoint is statistically different between
groups (or corresponding).

0 = Not sufficiently powered to detect an effect or not possible to assess
3 = Possibly sufficiently powered to detect an effect but difficult to assess
5 = Sufficiently powered to detect an effect

Confounding (observational studies only)
What impact may potential confounding (e.g. concurrent other treatment) have had on the results?

0 = severe or not reported
3 =moderate
5 = none/of marginal importance

Selection/classification (observational studies only)
How well were intervention groups defined/delineated?

Was there a risk that groups were defined after the results were known?

0 = high risk of selection/classification bias or cannot be assessed



3 = intermediate risk of selection/classification bias
5 =no risk of risk of selection/classification bias

Deviation from planned therapy
This item is assessed by weighing the answers to four questions:
e Were cross-overs or other deviations from planned therapy not reported?
e  Was there substantial crossover (>10%) between intervention/control groups?
e  Were there other serious deviations from planned therapies?
e If deviations occurred, how unbalanced were they between the groups?

0 = large deviations from planned therapy or markedly imbalanced proportions with deviations
between comparison groups or not reported

3 = moderate deviations from planned therapy

5 =no or only minor deviations from planned therapy

Lost to follow-up
e  What proportion was lost to follow-up?
e Was loss to follow-up balanced between the groups?

0 = proportion lost to follow-up >=40% or large imbalance between groups
3 = proportion lost to follow-up 20-39%, little imbalance between groups
5 = proportion lost to follow-up 0-19%, little imbalance between groups

Outcome assessment

0 = assessor aware of the group to which the animals had been assigned

3 = assessor aware of the group to which the animals had been assigned, but this probably did not
have a major effect on results

5 =independent assessment of outcome (assessor unaware of treatment group, or laboratory,
physiological, or similar measurements)

If “objective” outcomes were not used, include information on who did the assessments: the therapist
(T), the animal owner (AQO), a blinded assessor (BA), or other (O).

Relevance

Whereas the items used for risk-of-bias scoring are about internal validity of the study, relevance is
about external validity. For the sake of simplicity, it is included here as a risk-of-bias item but may
also be reported separately when the systematic reviews are compiled.

To what extent are the study results transferable to the Swedish setting?

0 =low relevance
3 = intermediate relevance
5 = high relevance

Overall assessment of risk of bias
A very serious bias in one item cannot be counterbalanced by high scores in other items. Therefore,
the overall assessment of risk of bias is qualitative; an arithmetic summary score is only to be used as
guidance.
The following risk-of-bias categories are used:

e Low

¢ Low-to-moderate



e Moderate
e Moderate-to-high
° Hi gh
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