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Please find brief background information on "complex interventions" and "rating the quality of the body of evidence" below to assist you in participating in this online panel.
Complex Interventions
The “complexity” of an intervention is often understood through an assessment of one or more of the following characteristics:
· Number of interacting intervention components
· Number and difficulty of behaviors involved in the intervention delivery and receipt
· Number of groups or organizational levels targeted by the intervention
· Number and variability of outcomes
· Flexibility, tailoring or non-standardization of intervention implementation
Complexity is also increasingly understood through an assessment of the dynamic properties of the context (or "system") into which an intervention is introduced, such as non-linear relationships, feedback loops, phase changes, emergent properties, and interdependencies.
Rating the Quality of a Body of Evidence
A "body of evidence" refers to the totality of evidence contributing to an estimate of the comparative effect of an intervention for a specific outcome in a systematic review.
A rating of the "quality" of a body of evidence indicates the reviewers’ confidence that an effect estimate for a specific outcome is correct, based on the body of evidence contributing to that effect estimate.
Approaches to rating the quality of a body of evidence typically assign an initial quality rating and then consider reasons to possibly downgrade or upgrade this quality rating.




ALL ROUNDS

Round One Instructions
For a tutorial on Round One, please read the instructions below and watch this video on an example "Round One" panel in ExpertLens.
Your Task for This Round
On the following pages, you will see lists of criteria that could be considered when rating the quality of a body of evidence in reviews of complex interventions. As a stakeholder in complex intervention research, we want you to rate the importance of considering each criterion for all reviews of complex interventions.
The criteria are organized as follows:
· Criteria related to an initial rating for the quality of the body of evidence (Page 2)
· Criteria related to downgrading the initial rating for the quality of the body of evidence (Pages 3-8)
· Criteria related to upgrading the initial rating for the quality of the body of evidence (Page 9)
Using the Rating Scale and Comment Box
We will ask you to rate each criterion on a scale from "1" ("Lower Importance") to "9" ("Higher Importance"). We will interpret your ratings as follows:
· Scores of 1-to-3 indicate that you believe a criterion is of limited importance to consider when rating the quality of a body of evidence in reviews of complex interventions
· Scores of 4-to-6 indicate that you believe a criterion is important but not critical to consider when rating the quality of a body of evidence in reviews of complex interventions
· Scores of 7-to-9 indicate that you believe a criterion is critically important to consider when rating the quality of a body of evidence in reviews of complex interventions
We encourage you to consider using the full range of the rating scale (from "1" to "9") across criteria and to use the comment boxes to briefly clarify your ratings.

ROUND ONE

Round Two Instructions
Welcome to Round Two of this online Delphi process on rating the quality of evidence in reviews of complex interventions.
For more information on how to participate in Round Two, please read the instructions below and watch this video on an example "Round Two" panel in ExpertLens.
Round One Feedback
On the following pages, you will see how your Round One responses compare to those of other participants' Round One responses. Each Round One question will show a graph with the following:
· Yellow bars: percentage of participants who provided that answer in Round One (hover over each bar to view the number of participants)
· Red dot: your answer (if you do not see a red dot, you did not answer this question in Round One)
· Blue line: the group median (half of participants chose an answer that was above this value; the other half chose an answer that was equal to or below it)
· Color-coded decision: text beneath each graph indicates whether participants overall rated a criterion as "of Limited Importance", "Important but not Critical", or "Critically Important"
· Participants' comments: you have the ability to review both your and other participants' comments from Round One
Discuss Round One Responses with Other Participants
You have two ways to discuss your ideas and reactions to other participants' responses:
1. You can participate in discussion boards on "General Discussion Topics" at the top of each page.
2. You can respond to "Other Participants' Comments" on specific criteria from Round One.
These discussion boards are available to investigate any aspect of the responses you think might be important. For example, if your response is very different from others' responses, you may want to further explain your rationale. Or, you may want to ask other panel members about the reasons behind their responses. Your identity will remain concealed from all other participants throughout this discussion.
Because participants will be contributing comments at different times, we encourage you to check back regularly throughout Round Two.



ROUND TWO

Round Three Instructions
Welcome to Round Three of this online Delphi process on rating the quality of evidence in reviews of complex interventions.
For more information on how to participate in Round Three, please read the instructions below and watch this video on an example "Round Three" panel in ExpertLens.
Your Task for This Round
On the following pages, you will be able to review Round Two discussions and revise your Round One responses, if you wish to do so. While you can read Round Two discussion topics, please note that you will no longer be able to respond to them.
As with Round One, you will see lists of criteria that could be considered when rating the quality of a body of evidence in reviews of complex interventions.
As a stakeholder in complex intervention research, we want you to rate the importance of considering each criterion for all reviews of complex interventions.
Using the Rating Scale and Comment Box
We will ask you to rate each criterion on a scale from "1" ("Lower Importance") to "9" ("Higher Importance"). We will interpret your ratings as follows:
· Scores of 1-to-3 indicate that you believe a criterion is of limited importance to consider when rating the quality of a body of evidence in reviews of complex interventions
· Scores of 4-to-6 indicate that you believe a criterion is important but not critical to consider when rating the quality of a body of evidence in reviews of complex interventions
· Scores of 7-to-9 indicate that you believe a criterion is critically important to consider when rating the quality of a body of evidence in reviews of complex interventions
We encourage you to consider using the full range of the rating scale (from "1" to "9") across criteria and to use the comment boxes to briefly clarify your ratings.



ROUND THREE

Initial Quality Rating: Study Design
Many approaches for rating the quality of a body of evidence start with an "initial quality rating" (e.g., "low", "moderate", or "high") based on the design of the studies included in that body of evidence.
We want you to rate the importance of each criterion below when assigning an initial rating for the quality of a body of evidence in all reviews of complex interventions.
1. Randomized experimental studies: An initial quality rating of "high" when the body of evidence consists of randomized controlled trials (RCTs)
2. Non-randomized experimental studies: An initial quality rating of "moderate" when the body of evidence consists of non-randomized experimental study designs (e.g., natural experiments, quasi-experimental studies)
3. Non-experimental observational studies: An initial quality rating of "low" when the body of evidence consists of non-experimental observational studies (e.g., cohort design, case-control study)
4. Same rating across all study designs: An initial rating of "high" for a body of evidence consisting of any type of study design
QUESTIONNAIRE ITEMS
5. 
Downgrading the Initial Quality Rating: Limitations of Included Randomized Trials
After assigning an initial rating for the quality of a body of evidence, many approaches assess criteria related to factors that could "downgrade" the initial quality rating (e.g., from "high" to "low").
This page lists criteria related to downgrading the initial quality rating based on methodological limitations of randomized controlled trials (RCTs) included in the review.
We want you to rate the importance of each criterion for considering whether to downgrade the initial quality of the body of evidence for all reviews of complex interventions.
1. Allocation concealment: Whether those enrolling participants are aware of the group (or period in a crossover trial) to which the next enrolled participant will be allocated (e.g. allocation by day of week, birth date, chart number, etc.)
2. Blinding intervention providers: Whether providers of the intervention are aware of the arm to which participants have been allocated
3. Blinding intervention recipients: Whether recipients of the intervention are aware of the arm to which they have been allocated
4. Blinding outcome assessors: Whether those assessing outcomes are aware of the arm to which participants have been allocated
5. Blinding data analysts: Whether those analyzing data are aware of the arm to which participants have been allocated
6. Participant attrition: Whether there is a significant amount of participant loss to follow-up and inadequacy of analytic methods for dealing with participant loss to follow-up
7. Selective outcome reporting: Whether there is incomplete or absent reporting of some outcomes and not others on the basis of the results
8. Stopping study early for benefit: Whether studies have been ended early when beneficial results were found in interim analyses
9. Quality of outcome measures: Whether studies used outcome measures with low validity and/or reliability to assess intervention effects
10. Fidelity of intervention implementation: Whether there were deviations in intervention implementation from what was intended



Downgrading the Initial Quality Rating: Limitations of Included Non-Randomized Studies
After assigning an initial rating for the quality of a body of evidence, many approaches assess criteria related to factors that could "downgrade" the initial quality rating (e.g., from "high" to "low").
This page lists criteria related to downgrading the initial quality rating based on methodological limitations of non-randomized studies included in the review.
We want you to rate the importance of each criterion for considering whether to downgrade the initial quality of the body of evidence for all reviews of complex interventions.
1. Confounding: Whether the study used measures to adequately control for confounding
2. Appropriate comparison group: Whether the study developed and applied an appropriate comparison group
3. Selection of participants into the study: Whether the study used procedures to appropriately select participants into the study or into the analysis
4. Classification of interventions: Whether intervention groups were clearly defined
5. Deviations from intended interventions: Whether there were deviations from the intended intervention beyond what would be expected in usual practice
6. Missing data: Whether the study used appropriate analytic methods for dealing with participant missing data
7. Measurement of outcomes: Whether the study appropriately measured outcomes in all groups
8. Selection of the reported result: Whether there is selected reporting of effect estimates based on multiple measurements and analyses
9. Follow-up: Whether the study had adequate follow-up of participants


Downgrading the Initial Quality Rating: Inconsistency of Effects in the Evidence Base
After assigning an initial rating for the quality of a body of evidence, many approaches assess criteria related to factors that could "downgrade" the initial quality rating (e.g., from "high" to "low").
This page lists criteria related to downgrading the initial quality rating based on differences in intervention effect estimates across studies included in the review.
We want you to rate the importance of each criterion for considering whether to downgrade the initial quality of the body of evidence for all reviews of complex interventions.
1. Variability in point estimates: The degree to which point estimates vary across individual studies
2. Overlap of confidence intervals: The degree to which confidence intervals overlap across individual studies
3. Statistical test for heterogeneity: The magnitude of the P-value for a statistical test of the null hypothesis that all studies have the same underlying magnitude of effect
4. Magnitude of statistical heterogeneity: The magnitude of the I2 value, which indicates the percentage of the variability in effect estimates that is due to heterogeneity rather than sampling error (chance)
5. Quantitative analyses exploring heterogeneity: Results of pre-specified quantitative analyses exploring moderators or methodological features that help explain heterogeneity (e.g., sub-group analyses, sensitivity analyses, meta-regressions)
6. Qualitative analyses exploring heterogeneity: Results of qualitative analyses of evidence exploring varying effects of interventions that help explain heterogeneity (e.g., qualitative comparative analysis)



Downgrading the Initial Quality Rating: Inapplicability of the Evidence Base
After assigning an initial rating for the quality of a body of evidence, many approaches assess criteria related to factors that could "downgrade" the initial quality rating (e.g., from "high" to "low").
This page lists criteria related to downgrading the initial quality rating based on the applicability of the body of evidence to the populations, interventions, outcomes, and settings of interest.
We want you to rate the importance of each criterion for considering whether to downgrade the initial quality of the body of evidence for all reviews of complex interventions.
1. Inapplicability of study populations: Degree to which the participants in included studies compare to the population of interest
2. Inapplicability of study interventions: Degree to which the interventions in included studies compare to the intervention of interest
3. Inapplicability of outcomes: Degree to which the outcomes considered in included studies compare to the outcomes of interest
4. Inapplicability of follow-up timing: Degree to which the timing of outcome assessments in included studies compares to the follow-up time-points of interest
5. Inapplicability of comparisons: Degree to which effect estimates are from comparison groups of interest
6. 
Downgrading the Initial Quality Rating: Imprecision of the Effect Estimates
After assigning an initial rating for the quality of a body of evidence, many approaches assess criteria related to factors that could "downgrade" the initial quality rating (e.g., from "high" to "low").
This page lists criteria related to downgrading the initial quality rating based on the width of confidence intervals for intervention effect estimates.
We want you to rate the importance of each criterion for considering whether to downgrade the initial quality of the body of evidence for all reviews of complex interventions.
1. Adequate sample size: Whether the total number of participants in the review meets a conventional sample size for a single adequately powered trial 
2. Overlap of confidence interval with line of no effect: Whether the confidence interval for the overall estimate includes effects indicating both benefit and harm
3. Width of confidence interval: Whether the confidence interval includes estimates of important benefit and important harm
4. 
Downgrading the Initial Quality Rating: Publication Bias
After assigning an initial rating for the quality of a body of evidence, many approaches assess criteria related to factors that could "downgrade" the initial quality rating (e.g., from "high" to "low").
This page lists criteria related to downgrading the initial quality rating based on systematic under-estimation or over-estimation of underlying effects due to the selective publication of studies.
We want you to rate the importance of each criterion for considering whether to downgrade the initial quality of the body of evidence for all reviews of complex interventions.
1. Indexed literature search: The comprehensiveness of the reviewer authors' search of indexed literature to identify eligible studies
2. Grey literature: The comprehensiveness of the reviewer authors' search of grey literature to identify eligible studies
3. Language of included manuscripts: Whether authors applied restrictions to study selection on the basis of language
4. Study sponsorship: Whether developers and purveyors of the intervention had influence on studies included in the review
5. Number of small studies: Degree to which the body of evidence consists of studies with small sample sizes
6. Funnel plot asymmetry: Whether there was evidence of funnel plot asymmetry
7. Discrepancies between published and unpublished studies: Results from any approaches to assess discrepancies in findings between published and unpublished studies
8. 
Upgrading the Initial Quality Rating
After assigning an initial rating for the quality of a body of evidence, many approaches assess criteria related to factors that could "upgrade" the initial quality rating (e.g., from "low" to "high") if that body of evidence has not been downgraded for any other reason.
We want you to rate the importance of each criterion for considering whether to upgrade the initial quality of the body of evidence for all reviews of complex interventions.
1. Large magnitude of an effect: Rating up the quality of a body of evidence from non-randomized studies that yield large or very large estimates of the magnitude of an intervention effect
2. Dose-response gradient: Rating up the quality of a body of evidence from non-randomized studies when there is presence of a dose-response gradient
3. Effect of plausible residual confounding: Rating up the quality of a body of evidence from non-randomized studies when all plausible residual confounding from non-randomized studies are likely to reduce the demonstrated effect or increase the effect if no effect was observed
4. Consistency across diverse contexts: Rating up the quality of a body of evidence when there is consistent evidence on the effects of interventions across diverse contexts (e.g., various settings, geographical locations, study designs, outcome measures, research teams)
5. Analogous evidence: Rating up the quality of a body of evidence when there is supporting evidence from similar or "analogous" interventions that are known to operate through the same or similar mechanism(s) 
6. Coherence of evidence for the causal pathway: Rating up the quality of a body of evidence when there is coherence of results in individual links in the causal pathway between intervention and distal outcomes
7. 
Open-Ended Questions
1. Missing criteria?: Please provide any additional criteria that you believe should be considered when rating the quality of a body of evidence in reviews of complex interventions.
2. Features of complexity that pose challenges to rating quality of evidence: Please provide your thoughts on whether and how aspects of "complexity" pose challenges to rating the quality of a body of evidence used to estimate the effects of complex interventions.
3. Mixed body of evidence: Please provide your thoughts on whether and how a mixed body of evidence comprised of different study designs (e.g., randomized controlled trials and non-randomized experimental designs) poses challenges to rating the quality of a body of evidence in reviews of complex interventions.
4. Requirements for assessing the quality of evidence: Please provide your thoughts on the experience, training, and/or expertise that are required to be qualified to rate the quality of a body of evidence in reviews of complex interventions.
5. Implementing guidance on rating the quality of evidence: Please provide your thoughts on how best to disseminate and implement guidance for rating the quality of a body of evidence on complex interventions.
