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	Study details
	Reference
	The Impact of nutritional intervention to promote growth and health status of children in Africa: A systematic review and meta-analysis: To compile the available data on the impact of nutritional intervention to promote growth and health status of children, narrative syntheses were created. Meta-analysis was done to compare the impact of nutritional intervention among intervention vs control circumstances. 



Study design
	X
	Individually randomized parallel-group trial

	
	Cluster-randomized parallel-group trial

	
	Individually randomized cross-over (or other matched) trial



For the purposes of this assessment, the interventions being compared are defined as
	Experimental:
	Nutritional intervention Groups
	Comparator:
	Controlled Groups



	Specify which outcome is being assessed for risk of bias
	Improve growth, promote behavior change, promote IYCF Practice , improve health status and  Other health outcomes



	Specify the numerical result being assessed. Growth, Behavior Change, IYCF Practice, Health status
	



Is the review team’s aim for this result…? Yes
	
	to assess the effect of assignment to intervention (the ‘intention-to-treat’ effect)

	
	to assess the effect of adhering to intervention (the ‘per-protocol’ effect)



If the aim is to assess the effect of adhering to intervention, select the deviations from intended intervention that should be addressed (at least one must be checked): 
	occurrence of non-protocol interventions
	failures in implementing the intervention that could have affected the outcome
	non-adherence to their assigned intervention by trial participants

Which of the following sources were obtained to help inform the risk-of-bias assessment? (Tick as many as apply)
	Journal article(s) with results of the trial
	Trial protocol
	Statistical analysis plan (SAP)
	Non-commercial trial registry record (e.g. ClinicalTrials.gov record)
	Company-owned trial registry record (e.g. GSK Clinical Study Register record)
 	“Grey literature” (e.g. unpublished thesis)
	Conference abstract(s) about the trial
	Regulatory document (e.g. Clinical Study Report, Drug Approval Package)
	Research ethics application
	Grant database summary (e.g. NIH RePORTER or Research Councils UK Gateway to Research)
	Personal communication with trialist
	Personal communication with the sponsor





Risk of bias assessment 
Responses underlined in green are potential markers for low risk of bias, and responses in red are potential markers for a risk of bias. Where questions relate only to sign posts to other questions, no formatting is used.

Domain 1: Risk of bias arising from the randomization process
	Signalling questions
	Comments
	Response options

	1.1 Was the allocation sequence random?
	100% Compliance in randomization in all studies (15/15) described appropriate randomization methods (e.g., computer-generated sequences, random number tables). No articles lacked details on randomization procedures. The allocation sequence was clearly randomized across all studies, meeting expected quality criteria. Most studies ensured allocation concealment until assignment. Seven studies were not concealed after enrolment due to study design (e.g., behavioral interventions, device trials), post-enrollment concealment was not feasible, though baseline randomization was maintained. Studies without full concealment may have higher susceptibility to bias, but this limitation was often justified by real-world applicability.
	Y / PY / 

	1.2 Was the allocation sequence concealed until participants were enrolled and assigned to interventions?
	
	Y / PY 

	1.3 Did baseline differences between intervention groups suggest a problem with the randomization process? 
	All studies (15/15) reported comparable baseline characteristics (e.g., demographics, clinical variables) across intervention and controlled arms. The absence of meaningful imbalances suggests that randomization effectively minimized selection bias. Key baseline data were consistently reported, supporting the validity of between-group comparisons. The similarity in baseline characteristics across all studies confirms that randomization was appropriately performed, with no evidence of bias in group allocation.
	Y / PY /

	Risk-of-bias judgement
	
	Low 

	Optional: What is the predicted direction of bias arising from the randomization process?
	The predicted direction of bias arising from the randomization process in 15 studies is unlikely to be toward an over or under estimation of the treatment effect due to proper randomization (e.g predictable sequence generation). Since randomization was properly performed and allocation concealment was ensured, the risk of bias is likely to be minimal, resulting in a more reliable estimate of the true treatment effect.
	NA / Favours experimental / Favours comparator / Towards null /Away from null / Unpredictable




Domain 2: Risk of bias due to deviations from the intended interventions (effect of assignment to intervention)
	Signalling questions
	Comments
	

	2.1. Were participants aware of their assigned intervention during the trial?
	In 6/15 studies, participants were aware of their assigned intervention due to the study design (e.g., open-label or behavioral trials), while the remaining 9 maintained blinding of participants. Partial unblinding was justified by study context, with no evidence of systematic bias. In 7/15 studies, careers and intervention providers were unblinded due to the nature of the trial (e.g., behavioral), while the remaining 8 studies-maintained blinding to minimize performance bias. Lack of blinding in some trials may introduce performance bias but reflects pragmatic or complex intervention designs. Partial unblinding was study-design-dependent, with no systematic bias introduced.

	Y / PY / 

	2.2. Were carers and people delivering the interventions aware of participants' assigned intervention during the trial?
	
	Y / PY / 

	2.3. If Y/PY/NI to 2.1 or 2.2: Were there deviations from the intended intervention that arose because of the trial context?
	No trial-related deviations from intended interventions were reported across all included studies (15/15). Any protocol deviations were explicitly documented and properly addressed through intention-to-treat analysis or pre-specified statistical methods. Full reporting of intervention delivery confirmed consistency with trial designs.   The absence of unreported deviations and consistent methodological handling supports high intervention validity.
	PN / N 

	2.4 If Y/PY to 2.3: Were these deviations likely to have affected the outcome?
	Not at all, protocol variations were pre-specified and analytically accounted for (e.g., ITT analysis in 100% of studies). No evidence of outcome influence in sensitivity analyses. Primary/secondary results remained consistent across per-protocol and modified ITT populations. All studies documented deviations quantitatively. No post-hoc exclusions affecting outcome interpretation.
	PN / N 

	2.5. If Y/PY/NI to 2.4: Were these deviations from intended intervention balanced between groups?
	Deviations from the intended intervention were balanced between intervention groups in all studies (15/15), with comparable rates and types of protocol variations reported across study arms. All studies pre-specified deviation management strategies (e.g., ITT analysis). No evidence of differential misclassification or group-specific exclusions. Sensitivity analyses confirmed robustness of primary outcomes to deviations. The balanced nature of deviations across comparator groups supports the validity of between-group comparisons


	PN / N 

	2.6 Was an appropriate analysis used to estimate the effect of assignment to intervention?
	An appropriate intention-to-treat (ITT) analysis was used in most trials to estimate the effect of assignment to intervention, ensuring robust and unbiased results. 
	Y / PY /

	[bookmark: _Hlk508661458]2.7 If N/PN/NI to 2.6: Was there potential for a substantial impact (on the result) of the failure to analyse participants in the group to which they were randomized?
	No substantial impact on results was observed due to failures in analysing participants according to their randomized groups, as most of the studies employed intention-to-treat (ITT) analysis or appropriate alternatives, preserving randomization integrity and minimizing bias.
	PN / N 

	Risk-of-bias judgement
	Low
	Low / High / Some concerns

	Optional: What is the predicted direction of bias due to deviations from intended interventions?
	The predicted direction of bias due to deviations is neutral or minimal, as deviations were balanced between groups, properly addressed (e.g., ITT analysis), and showed no evidence of outcome influence in sensitivity analyses
	NA / Favours experimental / 



Domain 3: Missing outcome data
	Signalling questions
	Comments
	Response options

	[bookmark: _Hlk516121468]3.1 Were data for this outcome available for all, or nearly all, participants randomized?
	Yes, 100% of studies (15/15) reported outcome data for all or nearly all (>95%) randomized participants, with clear documentation of missing data and no evidence of attrition bias. High data completeness ensures reliable outcome assessment in these studies.
	Y / PY 

	3.2 If N/PN/NI to 3.1: Is there evidence that the result was not biased by missing outcome data?
	There is strong evidence that results were not biased by missing outcome data, as all studies (15/15) met the following criteria:
Missing data proportions were similar between intervention groups. Missing data mechanisms were explicitly documented as random (e.g., loss to follow-up unrelated to treatment). The consistent use of rigorous methods across studies ensures low risk of bias from missing data.
	NA 

	3.3 If N/PN to 3.2: Could missingness in the outcome depend on its true value?
	In most trials, there is no indication that missingness in the outcome depended on its true value, as missing data were random and adequately addressed.
No. Missing outcome data were unlikely to depend on true values, as all studies (15/15) demonstrated according to their protocols. Low risk of bias from informative missingness.
	NA 

	3.4 If Y/PY/NI to 3.3: Is it likely that missingness in the outcome depended on its true value?
	
	NA 

	Risk-of-bias judgement
	Low
	Low 

	Optional: What is the predicted direction of bias due to missing outcome data?
	The predicted direction of bias due to missing outcome data is neutral, as: Missingness was balanced between groups (≤2% difference). No evidence of outcome-dependent attrition (e.g., similar reasons/dropout rates across arms). Sensitivity analyses confirmed robustness of results. No systematic bias favoring either intervention arm.

	Neutral
/ Favours experimental / Favours comparator / Towards null /Away from null / Unpredictable





Domain 4: Risk of bias in measurement of the outcome
	Signalling questions
	Comments
	Response options

	4.1 Was the method of measuring the outcome inappropriate?
	No. All studies (15/15) used validated, objective methods to measure outcomes, with standardized tools/protocols, Blinded assessors (where feasible), pre-specified endpoints aligned with clinical relevance.100% appropriateness in outcome measurement (low risk of bias).
	Y / PY /

	4.2 Could measurement or ascertainment of the outcome have differed between intervention groups?
	No evidence of differential outcome measurement was observed. All studies (15/15) ensured standardized protocols applied uniformly across groups, identical timing/methods of ascertainment and low risk of bias from differential measurement.
	Y / PY /

	4.3 If N/PN/NI to 4.1 and 4.2: Were outcome assessors aware of the intervention received by study participants?
	In most trials, outcome assessors were blinded to the intervention received by study participants, reducing the risk of detection bias. However, in a few trials, assessors were aware of the intervention assignments, which may have influenced the outcome measurements.
	Y / PY /

	4.4 If Y/PY/NI to 4.3: Could assessment of the outcome have been influenced by knowledge of intervention received?
	In most trials, the assessment of the outcome was unlikely to have been influenced by knowledge of the intervention received, as assessors were effectively blinded. However, in a few trials where blinding was not maintained, there is a possibility that assessment could have been influenced, potentially introducing bias.
It is unlikely that the assessment of the outcome was influenced by knowledge of the intervention received in most trials, as blinding of assessors was effectively maintained. However, in a small number of trials where blinding was not implemented, there is a possibility that assessment could have been influenced, potentially affecting the results.
	NA 

	[bookmark: _Hlk521515519]4.5 If Y/PY/NI to 4.4: Is it likely that assessment of the outcome was influenced by knowledge of intervention received?
	
	NA 

	Risk-of-bias judgement
	Low
	Low 

	Optional: What is the predicted direction of bias in measurement of the outcome?
	The predicted direction of bias in the measurement of the outcome is likely minimal, as most trials employed blinded assessors and standardized measurement methods. However, in trials where blinding was not maintained, there may be a slight risk of overestimation or underestimation of the intervention effects.
	NA / Favours experimental / 



Domain 5: Risk of bias in selection of the reported result
	Signalling questions
	Comments
	Response options

	5.1 Were the data that produced this result analysed in accordance with a pre-specified analysis plan that was finalized before unblinded outcome data were available for analysis?
	The risk of bias due to deviations from the intended analysis is likely minimal. All studies followed a pre-specified analysis plan, the lack of blinding in 7/15 studies increases the risk of post-hoc analytical changes influencing results, particularly if outcome assessors or investigators were aware of treatment allocations before finalizing analyses. However, all studies included sensitivity analyses report to assess robustness.
	Y / PY 

	Is the numerical result being assessed likely to have been selected, based on the results, from...
	No. All studies (15/15) pre-specified primary/secondary outcomes in registered protocols prior to data collection, with no evidence of outcome switching (comparison of registry entries vs. publications), Consistent reporting of all planned analyses, No post-hoc result selection. 100% adherence to pre-defined outcomes (low risk of selective reporting bias).
	Y / PY

	5.2. ... multiple eligible outcome measurements (e.g. scales, definitions, time points) within the outcome domain?
	In most trials, multiple eligible outcome measurements were according to Pre-specify the primary outcome(s) and measurement methods in the reviewed protocol. All studies documented all reported outcome variants and assessed whether discrepancies suggest cherry-picking. Most of the studies performed sensitivity analyses comparing results across different definitions/time points to evaluated consistency. So, potentially introducing bias was minimal.

	PN / N 

	5.3 ... multiple eligible analyses of the data?
	In all trials, multiple eligible analyses of the data were pre-specified and adhered to, reducing the risk of selective reporting. However, in a few trials, the lack of a clearly documented analysis plan raises the possibility that analyses were chosen based on the results, potentially introducing bias.
	PN / N 

	Risk-of-bias judgement
	Low
	Low 

	Optional: What is the predicted direction of bias due to selection of the reported result?
	The predicted direction of bias due to selection of the reported result is minimal in these studies because they were designed to pre-specify outcomes, reducing selective reporting. Rigorous methods, such as prospective registration or protocol adherence, help ensure all results are reported regardless of significance. As a result, the findings are less likely to be skewed toward exaggerated or misleading effects.
	NA / Favours experimental / Favours comparator / Towards null /Away from null / Unpredictable





Overall risk of bias 
	Risk-of-bias judgement
	Low
	Low 

	Optional: What is the overall predicted direction of bias for this outcome?
	The overall predicted direction of bias for this outcome is minimal, as the studies employed rigorous methods such as pre-registration and protocol adherence to reduce selective reporting. There is little evidence of outcome switching or suppression of non-significant results, ensuring balanced reporting. Consequently, the risk of overestimation or distortion of the true effect is low.
	NA / Favours experimental / Favours comparator / Towards null /Away from null / Unpredictable
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