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DOI: 10.4269/ajtmh.abstract2019
AB: Globally, diarrheal disease accounted for over 90% of foodborne illness in 2010, with over 70% of this burden in Sub‐Saharan Africa. However, traditional diarrheal prevention interventions focused on water, sanitation, and handwashing (WASH), with little integration of food hygiene. We designed and implemented a theory‐based complementary food hygiene and WASH intervention in rural Malawi and evaluated its impact on food hygiene behaviors. Formative research and intervention development was grounded in the RANAS (Risk, Attitude, Norms, Ability and Self ‐ regulation) Model and targeted five key behaviors: 1) cleaning of feeding and cooking utensils, 2) safe utensil storage, 3) reheating of left‐over food, 4) child self feeding, and 5) handwashing with soap at critical times. The intervention was delivered for 9 months through village meetings and household visits. Formative research indicated that norms, ability and selfregulation factors were the primary determinants of selected behaviors. Intervention activities were linked to Behavior Change Techniques of the RANAS model. We randomly assigned villages to a control or intervention group and targeted caregivers of children aged six months to two years. Food hygiene behaviors were measured through randomized before after study in the intervention and control villages and changes assessed through difference in the group level proportions of caregivers observed practicing the key behaviors. At endline, four behaviors showed a significant difference: cleaning utensils (95% vs 70%, P=0.008); keeping utensils in an elevated place (98% vs 16%, P=0.000), reheating of food (24% vs 4%, P=0.024) and handwashing with soap (46% vs 6%, P=0.000). Significant changes in perceived norms and perceived ability (P=0.000) related to the four behaviors among the intervention participants indicates an effective influence of the intervention on targeted behavioral determinants. The study suggests that theory driven behavior change initiatives using contextual and psychosocial factors effectively improved food hygiene behaviors in rural Malawi.
US: https://www.cochranelibrary.com/central/doi/10.1002/central/CN-02075949/full
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AB: The study evaluated the effectiveness of an intervention to improve complementary food hygiene behaviors among child caregivers in rural Malawi. Formative research and intervention development was grounded in the risk, attitude, norms, ability, and self‐regulation (RANAS) model and targeted washing hands and kitchen utensils with soap, safe utensil storage, reheating of leftover food, and feeding of children by caregivers. Longitudinal research was applied at baseline and follow‐up surveys among 320 caregivers. Determinants of selected behaviors were found, and interventions were developed based on the behavior change techniques aligned with these determinants in the RANAS model. The intervention was delivered over 9 months through group (cluster) meetings and household visits and included demonstrations, games, rewards, and songs. We randomly assigned villages to the control or intervention group. Follow‐up results indicated a significant increase in three targeted behaviors (washing kitchen utensils with soap, safe utensil storage, and handwashing with soap) among intervention recipients. Several psychosocial factors differed significantly between the intervention and control groups. Mediation results showed that the intervention had a significant effect on these three targeted behaviors. For handwashing, feelings, others' behavior in the household, and remembering; for washing kitchen utensils, others' behavior in the household and difficulty to get enough soap; for safe utensils storage, others' behavior in the village and remembering mediated the effect of the intervention on the targeted behaviors. The study demonstrated that targeting food hygiene behaviors with a theory‐driven behavior change approach using psychosocial factors can improve the behavior of child caregivers in rural Malawi.
US: https://www.cochranelibrary.com/central/doi/10.1002/central/CN-02097158/full
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AB: Child under nutrition is a major risk factor for ill health and mortality, contributes substantially to the burden of disease in low‐income and middle‐income countries and is associated with close to half of all child deaths. The prevalence of both underweight and stunting is highest in Africa and South‐Central Asia. Ethiopia is one of the poorest countries in Sub‐ Saharan Africa, and child malnutrition is a serious public health problem where the rates for stunting (40%), underweight (25%) and wasting (9%) among children under 5 years are among the highest in the world. Globally, about 40% of child mortality less than two years is associated with inappropriate feeding practices. Optimal breastfeeding and appropriate complementary feeding could prevent 13% and 6% under‐five mortality, respectively. Over two third of malnutrition is associated with inappropriate feeding practices during the first year of life. The first two years of life provides a critical window of opportunity for ensuring appropriate growth and development of children from generation to generation through optimal feeding. Hence, the objective of this study to evaluate the effectiveness of behavior change communication on optimal complementary feeding through community level actors in improving feeding practice, health and nutritional status of infants. A cluster‐randomized controlled trial which was conducted in West Gojjam Zone, Northwest Ethiopia from May 9, 2016 to October, 2017. Behavior change communication on complementary feeding was conducted in the intervention kebeles/villages for 8 months. A validated interviewer administered structured questionnaire was used for collecting information on the study subjects both at the baseline and after intervention. Data will be checked, coded and double entered using EPI info and exported to SPSS version 21 for statistical analysis. The output of the study findings could be useful for health and nutrition policy makers and other concerned bodies in decision making and to design effective intervention strategies to improve feeding practices thus mitigating child malnutrition and improving their health and growth. The total budget needed to conduct the study is 7,000 US dollar.
US: https://www.cochranelibrary.com/central/doi/10.1002/central/CN-01586071/full
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AB: Attaining the recommended level of adequacy of the infants' diet remains a serious challenge in developing countries. On the other hand, the incidence of growth faltering and morbidity increases significantly at 6 months of age when complementary foods are being introduced. This trial aimed to evaluate the effect of complementary feeding behaviour change communication delivered through community‐level actors on infant growth and morbidity. We conducted a cluster‐randomized controlled trial in rural communities of Ethiopia. Trial participants in the intervention clusters (eight clusters) received complementary feeding behaviour change communication for 9 months, whereas those in the control clusters (eight clusters) received only the usual care. A pre‐tested, structured interviewer‐administered questionnaire was used for data collection. Generalized estimating equations regression analyses adjusted for baseline covariates and clustering were used to test the effects of the intervention on infant growth and morbidity. Infants in the intervention group had significantly higher weight gain (MD: 0.46 kg; 95% CI: 0.36–0.56) and length gain (MD: 0.96 cm; 95% CI: 0.56–1.36) as compared with those in the control group. The intervention also significantly reduced the rate of infant stunting by 7.5 percentage points (26.5% vs. 34%, RR = 0.68; 95% CI: 0.47–0.98) and underweight by 8.2 percentage points (17% vs. 25.2%; RR = 0.55; 95% CI: 0.35–0.87). Complementary feeding behaviour change communication delivered through community‐level actors significantly improved infant weight and length gains and reduced the rate of stunting and underweight.
US: https://www.cochranelibrary.com/central/doi/10.1002/central/CN-02231552/full
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AB: An important cause of stunting is limited consumption of complementary foods, in terms of both quantities and nutrients. Although existing studies show a positive association between fathers' engagement and children's diet, programmes designed to improve complementary feeding practices often only target mothers. In response to this, maternal behaviour change communication (BCC), paternal BCC and food voucher programmes were designed and implemented in Ethiopia using a clustered randomized controlled trial design. The paternal BCC programme included gender‐equal messages to increase fathers' participation in childcare, household labour and decision making. The research reported in this paper is an examination of the BCC programmes, characterizing the behavioural, normative and control beliefs of both mothers and fathers in BCC households compared to those in control households. In this study, a total of 40 participants were included, with 13 mother–father pairs in the BCC + food voucher group, and seven pairs in the control group. Each participant was interviewed separately. We found that BCC mothers showed more gender‐equal tendencies than the control mothers despite being more rural in location. By contrast, the beliefs of BCC and control fathers were similar overall, suggesting men are more resistant to gender‐equal BCC. More work is needed to develop and test effective methods for changing fathers' beliefs and practices.
US: https://www.cochranelibrary.com/central/doi/10.1002/central/CN-02665200/full
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AB: Poor nutritional status in infancy is associated with growth faltering and increased morbidity. Causes for undernutrition include a diet poor in quality and quantity, feeding practices, and hygiene. A randomly controlled trial (RCT) was set out to measure the effectiveness of a nutrition education intervention linked to an agriculture intervention at the community level in Malawi and Cambodia. Repeated cross‐sectional surveys were carried out over a period of 2 years in Cambodia and 3 years in Malawi in programmes implemented by the Food and Agriculture Organization of the United Nations (FAO) through existing governmental service delivery systems. In Malawi, the nutrition education comprised of 10 sessions whereas in Cambodia, the programme included seven sessions only (FAO, 2015, 2016). In Malawi, the proportion of the study population benefitting from both the food security and nutrition education interventions was 17% at midterm (2 years after baseline) and 7% at endline (3 years after baseline). During the study period, breastfeeding remained at the 100% level and minimum meal frequency (MMF) remained stable. Minimal acceptable diet (MAD) and minimum dietary diversity (MDD) among children 6‐24 months improved in the intervention area only. However, the effects were lower at endline compared to midterm. There were no differences in mean height for age z‐scores (HAZ) between intervention and control at baseline while at midterm, mean HAZ in the intervention group improved significantly. The intervention effects on HAZ could not be sustained over time. Focus group discussions revealed that the community support from elders and the support from other family members was an important factor for behaviour change. Some caregivers who observed a positive change among their children were able to overcome the challenges involved with unsupportive community members. In Cambodia, there was evidence of behavioural change and improved health in the intervention areas. There was also increased capacity among the trainers and volunteers working at the village level, as well as an increased knowledge and skills among mothers and caregivers, resulting in statistically significant improved MDD in children in the intervention villages and not in the control villages (2 years after baseline). No statistically significant impact on children's mean HAZ could be detected in the intervention villages. However, improvements in HAZ are harder to achieve, given the multiple factors that need to be addressed over time. The research was challenged by unexpected activities towards better infant feeding in the control area (Reinbott et al., 2016). The nutrition education in both countries emphasised on participatory approaches which resulted in significant changes in childrens' dietary diversity although food security could not be improved significantly. In Malawi, two rounds of nutrition education were observed. The first round was fully supported by the FAO project and the Agriculture Extension System responsible in the project area whereas the second round was conducted by the volunteers with limited support from the Agriculture Extension System only. This may be the reason for the smaller intervention effects observed at endline compared to midterm. The impact in Cambodia was smaller compared to Malawi which might be due to the different number of sessions which reduced the chances to discuss the role of the different food groups for infant and young child feeding. Participatory nutrition education can impact stunting and be effective in improving children's diets and infant and young child feeding practices even in food insecure areas.
US: https://www.cochranelibrary.com/central/doi/10.1002/central/CN-01573452/full
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AB: An evidence‐based package of maternal, infant and young child nutrition (MIYCN) interventions can contribute to optimal maternal and child nutrition and long‐term human capital benefits. Several MIYCN interventions recommended for global scaleup are dependent on successful behavior change to strengthen dietary practices and support the use of supplements. Although evidence exists that behavior change interventions (BCI) using interpersonal communications (IPC) work, lessons on effectiveness at large‐scale are limited. In a set of impact and process evaluations of large‐scale BCI that included IPC, mass media (MM) and policy advocacy (PA) in Bangladesh, Viet Nam, and Ethiopia, we examined impact on breastfeeding and complementary feeding practices (in all three countries) and maternal nutrition behaviors (in Bangladesh). We used cluster‐randomized impact evaluations in Bangladesh and Viet Nam, and a before‐after adequacy evaluation design in Ethiopia. All evaluations used repeated cross‐sectional surveys of women with children in the appropriate age‐group for the results examined (0‐6 months, 6‐23 months). Statistical analyses examined differences in change over time between intervention and comparison areas, adjusting for clustering and confounders (as needed). Intervention impacts on infant feeding were predominantly positive in all three countries. In Bangladesh, impacts were seen on breastfeeding and complementary feeding practices (exclusive breastfeeding, dietary diversity and minimum acceptable diet). In Vietnam, impacts were seen on breastfeeding practices (exclusive breastfeeding). In Ethiopia, although the adequacy evaluation design limits attribution, positive change was seen in several behaviors. The maternal nutrition study in Bangladesh found significant impacts on a range of maternal nutrition behaviors, including uptake of supplements and dietary diversity. The type of delivery platform used for the IPC was related to the achieved exposure to interventions among client populations. Exposure was high in Bangladesh for the IYCF support interventions and the maternal nutrition interventions; both used a large‐scale non‐governmental outreach platform that included nutrition‐focused workers. In Vietnam, where the delivery platform was through government health facilities that clients had to access, exposure was moderate. In Ethiopia, exposure was lower given delivery through a government health system platform and multipurpose health workers. Analyses of behaviour uptake in intervention areas in Bangladesh and Vietnam showed that Caesarian‐section births, lack of breastfeeding support at birth, and poor knowledge were associated with lower early initiation of breastfeeding. Return to work before the child was 6 months old and maternal stress were associated with lower EBF in Vietnam; in both countries, low maternal knowledge made EBF less likely. In Bangladesh, babies of mothers in the lowest tertile of SES were less likely to achieve minimum dietary diversity. In conclusion, we demonstrate the feasibility and impact of delivering a set of MIYCN behaviour change interventions in multiple contexts. Our results highlight the range of opportunities and challenges offered by diverse intervention delivery platforms and the contexts for intervention uptake. Looking forward, coupling high quality and large scale BCI interventions with policies and programs that address contextual behaviour‐specific constraints can deliver further substantial impact.
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Record #8 of 60
ID: CN-02200805
AU: Abiyu C
AU: Belachew T
TI: Effect of complementary feeding behavior change communication delivered through community-level actors on the time of initiation of complementary foods in rural communities of West Gojjam zone, Northwest Ethiopia: a cluster-randomized controlled trial
SO: BMC pediatrics
YR: 2020
VL: 20
NO: 1
PG: 509
PM: PUBMED 33153434
XR: EMBASE 2007166316
PT: Journal article
KY: *Ethiopia; *behavior change; *complementary feeding; *feeding behavior; *rural population; Article; Breast Feeding; Caregiver; Communication; Comparative effectiveness; Controlled study; Ethiopia; Feeding Behavior; Female; Human; Human experiment; Humans; Infant; Infant Nutritional Physiological Phenomena; Leadership; Mother; Questionnaire; Randomized controlled trial; Rural Population; Survival analysis; Survival rate
DOI: 10.1186/s12887-020-02396-z
AB: Background: Attaining the recommended level of complementary feeding practices remains a serious challenge in many developing countries. Complementary foods are usually untimely initiated, which has adverse consequences on the growth, development, and survival of infants. The focus of most studies conducted worldwide seemed to be on the effect of behavior change interventions on the adequacy of complementary diets; but not on the timing of initiations. Moreover, many of the interventions targeted only mothers/caregivers of infants, and studies that engaged the family members are scarce. This study aimed to evaluate the effectiveness of complementary feeding behavior change communication delivered through women development army leaderson the time of initiation of complementary foods. Methods: We conducted a cluster‐randomized controlled trial in rural communities of West Gojjam Zone, Northwest Ethiopia from February 2017 to March 2018. A total of 16 geographic clusters were selected. Trial participants in the intervention group received complementary feeding behavior change intervention for 9 months whereas those in the control group received only the usual health care. Trained women development army leaders delivered the intervention. A pre‐tested, structured interviewer‐administered questionnaire was used for data collection. Generalized estimated equation (GEE) regression and survival analyses were used to test differences in time of initiation of complementary food between the study groups. Results: The intervention significantly improved the likelihood of timely initiation of complementary food by 22 percentage points [RR: 2.6; 95% CI: 1.78–5.86], and reduced the risk of late initiations by 19 percentage points [RR: 2.8; 95% CI: 1.83–4.37]. The complementary food initiation survival curve for the control group after 6 months was constantly above the curve than for the intervention group. The median age at the introduction of complementary food for infants was 6 months in the intervention group, and 6.7 months in the control group and the difference was statistically significant (P‐value < 0.001). Conclusions: Complementary feeding behavior change communication improved the rate of timely initiation of complementary foods and reduced the risk of late initiations. Trial registration: ClinicalTrials.gov, NCT03488680. Registered 5 April 2018‐Retrospectively registered, https://clinicaltrials.gov/ct2/show/NCT03488680.
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AB: Background Attaining the recommended level of adequacy of the infant’s diet remains a serious challenge in most developing countries. Complementary foods, particularly in developing countries, are inadequate in quality and quantity that can result in adverse health and nutrition consequences in infants. This could be not only because of lack of food but also associated with caregiver’s poor knowledge, harmful cultural norms and behaviors on infant feeding. The promotion of optimal complementary feeding through behavior change interventions is a global health priority. However, many of the interventions targeted only mothers/caregivers of infants, and studies that engaged other family members are limited worldwide. Moreover, such interventions are scarce in developing countries, including Ethiopia. This trial aimed to evaluate the effectiveness of complementary feeding behavior change communication delivered through community‐level actors on the dietary adequacy of infants. Methods We conducted a cluster‐randomized controlled trial in rural communities of West Gojjam Zone, Northwest Ethiopia. Trial participants in the intervention clusters received complementary feeding behavior change communication for 9 months whereas those in the control clusters received only the usual care. Trained women development army leaders delivered the intervention. A pre‐tested, structured interviewer‐administered questionnaire was used for data collection. Generalized estimating equations regression analyses adjusted for baseline covariates and clustering were used to test the intervention effects. Results The intervention showed positive statistically significant effects on the consumption of dairy products [RR = 1.8; 95% CI: 1.04–3.13], eggs [RR = 3; 95% CI: 1.35–6.56], vitamin A‐rich fruits and vegetables [RR = 2.7; 95% CI: 1.17–6.1], other fruits and vegetables [RR = 5; 95% CI: 2.49–10.58] and animal‐source foods [RR = 2; 95% CI: 1.39–2.87]. The proportions of infants who achieved minimum dietary diversity [RR = 3; 95% CI: 1.34, 7.39], minimum meal frequency [RR = 2.4; 95% CI: 1.37–4.29], and minimum acceptable diet [RR = 2.7; 95% CI: 1.13–7.23] were significantly higher in the intervention as compared to control groups. Conclusions Complementary feeding behavior change communication delivered through community‐level actors significantly improved the dietary adequacy of infants. Trial registration ClinicalTrials.gov, NCT03488680. Registered 5 April 2018‐ Retrospectively registered, https://clinicaltrials.gov/ct2/show/NCT03488680.
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AB: Background: Climate change heavily affects child nutritional status in sub‐Saharan Africa. Agricultural and dietary diversification are promising tools to balance agricultural yield losses and nutrient deficits in crops. However, rigorous impact evaluation of such adaptation strategies is lacking. This project will determine the potential of an integrated home gardening and nutrition counseling program as one possible climate change adaptation strategy to improve child health in rural Burkina Faso and Kenya. Methods: Based on careful co‐design with stakeholders and beneficiaries, we conduct a multi‐center, cluster‐randomized controlled trial with 2 × 600 households in North‐Western Burkina Faso and in South‐Eastern Kenya. We recruit households with children at the age of complementary feed introduction (6–24 months) and with access to water sources. The intervention comprises the bio‐diversification of horticultural home gardens and nutritional health counseling, using the 7 Essential Nutrition Action messages by the World Health Organization. After 12‐months of follow‐up, we will determine the intervention effect on the primary health outcome height‐for‐age z‐score, using multi‐level mixed models in an intention‐to‐treat approach. Secondary outcomes comprise other anthropometric indices, iron and zinc status, dietary behavior, malaria indicators, and household socioeconomic status. Discussion: This project will establish the potential of a home gardening and nutrition counseling program to counteract climate change‐related quantitative and qualitative agricultural losses, thereby improving the nutritional status among young children in rural sub‐Saharan Africa. Trial registration: German Clinical Trials Register (DRKS) DRKS00019076. Registered on 27 July 2021.
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AB: Poor nutrition and hand hygiene are risk factors for acute respiratory infections (ARIs). Safe drinking water and sanitation can reduce exposure to pathogens and encourage healthy immune responses, reducing the risk of ARIs. Within a trial assessing impacts of water, sanitation, and handwashing (WASH), and nutritional interventions, we evaluated effects on ARIs. The WASH Benefits cluster‐randomized trial enrolled pregnant women from Kenyan villages and evaluated health outcomes in children born to enrolled mothers 1 and 2 years after intervention delivery. Geographically adjacent clusters were block‐randomized into a passive control (no promotional visits), a double‐sized active control (monthly visits to measure mid‐upper arm circumference), and six intervention groups: chlorinated drinking water (W), improved sanitation (S), handwashing with soap (H), combined WSH, improved nutrition (N) through counseling and lipid‐based nutrient supplementation (LNS), and combined WSHN. The main outcome was the prevalence of ARI symptoms (cough, panting, wheezing, or difficulty breathing) in children younger than 3 years. Masking participants was not possible. Analyses were intention‐to‐treat. Between November 2012 and May 2014, 702 clusters were enrolled, including 6,960 (year 1) and 7,088 (year 2) children with ARI data. The cluster‐level intra‐cluster correlation coefficient for ARIs was 0.026 across both years. Water, sanitation, and handwashing interventions with behavior change messaging did not reduce ARIs. Nutrition counseling and LNS modestly reduced ARI symptoms compared with controls in year 1 [prevalence ratio (PR): 0.87, 95% confidence interval (CI): 0.77‐0.99], but no effect in the combined WSHN group weakens this finding.
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AB: BACKGROUND: Unimproved water, sanitation, and hygiene (WASH) behaviors are key drivers of infectious disease transmission and influencers of mental well‐being. While WASH is seen as a critical enabler of health, important knowledge gaps related to the content and delivery of effective, holistic WASH programming exist. Corresponding impacts of WASH on mental well‐being are also underexplored. There is a need for more robust implementation research that yields information regarding whether and how community‐based, demand‐side interventions facilitate progressive and sustained adoption of improved sanitation and hygiene behaviors and downstream health impacts. The purpose of this protocol is to detail the rationale and design of a cluster‐randomized trial evaluating the impact of a demand‐side sanitation and hygiene intervention on sustained behavior change and mental well‐being in rural and peri‐urban Amhara, Ethiopia. METHODS: Together with partners, we developed a theoretically‐informed, evidence‐based behavioral intervention called Andilaye. We randomly selected and assigned 50 sub‐districts (kebeles) from three purposively selected districts (woredas); half to receive the Andilaye intervention, and half the standard of care sanitation and hygiene programming (i.e., community‐led total sanitation and hygiene [CLTSH]). During baseline, midline, and endline, we will collect data on an array of behavioral factors, potential moderators (e.g., water and sanitation insecurity, collective efficacy), and our primary study outcomes: sanitation and hygiene behaviors and mental well‐being. We will perform a process evaluation to assess intervention fidelity and related attributes. DISCUSSION: While CLTSH has fostered sanitation and hygiene improvements in Ethiopia, evidence of behavioral slippage, or regression to unimproved practices in communities previously declared open defecation free exists. Other limitations of CLTSH, such as its focus on disgust, poor triggering, and over‐saturation of Health Extension Workers have been documented. We employed rigorous formative research and practically applied social and behavioral theory to develop Andilaye, a scalable intervention designed to address these issues and complement existing service delivery within Ethiopia's Health Extension Program. Evidence from this trial may help address knowledge gaps related to scalable alternatives to CLTSH and inform sanitation and hygiene programming and policy in Ethiopia and beyond. TRIAL REGISTRATION: This trial was registered with clinicaltrials.gov ( NCT03075436 ) on March 9, 2017.
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AB: Background: and Objective: Poor complementary feeding practices are associated with linear growth faltering in early childhood. The objective of this study was to evaluate the complementary feeding practices among households that participated in a randomized controlled trial of water, sanitation, hygiene, and nutrition interventions in rural Kenya. Methods: Households were enrolled from rural, western Kenya and were clusterrandomized to one of eight arms, including water (W); sanitation (S); hygiene (H); a combination of the three arms (WSH); nutrition (N); a combination of WSH+N; a passive control arm; and a double‐sized active control arm. With each intervention, families participated in behavior change communication (BCC) programs that complemented the hardware they received, and which were adapted through formative research. In the N and WSH+N arms, households received messages on breastfeeding and complementary feeding practices, in addition to lipid‐based nutrient supplements (LNS) for infants 6‐24 months of age. These messages were delivered monthly by health promoters, who were selected from the local villages, and trained by study staff on the BCC messaging. After one year of the intervention, trained enumerators surveyed the mothers to ascertain complementary feeding practices, including dietary diversity, feeding frequency, and infant dietary intake. For each outcome, we collapsed the non‐nutrition and nutrition arms into two groups, and analyzed pairwise comparisons using a mixed log binomial model, with robust standard errors to account for the design effect. Results: A total of 3,526 breastfeeding mothers were surveyed, and their infants were between 7‐14 months of age. The mean (SD) number of food groups the infants consumed in the past 24 hours was 3.6 (1.1) groups and the infants were fed a mean(SD) of 3.4(1.6) times/day. We found that 60.4% of infants achieved the criteria for minimum dietary diversity (MDD, ≥4 food groups), 73.7% achieved the minimum meal frequency (MMF, ≥2 feeds for 6‐8 mo olds or ≥3 feeds for 9‐23 mo olds), while 46.7% reached the criteria for a minimally adequate diet (MAD). There was a higher prevalence of infants in the nutrition arms achieving MDD (63.6% versus 59.4% in the non‐nutrition arms), though this difference was only marginally significant (PR: 1.22, 95% CI: 0.99 ‐ 1.49). There were no differences in the prevalence of those who met the MMF or MAD criteria between groups. Conclusion: In rural Kenya, households that received nutrition messages along with LNS were only modestly more likely to achieve MDD compared to households in the non‐nutrition arms. Behavior change communication interventions alone may not be effective at improving dietary diversity without addressing other factors, such as resource constraints.
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AB: Childhood undernutrition coupled with poor feeding practices continues to be public health problems in many parts of the world and efforts to address them remain elusive. We tested the hypothesis that women who are exposed to radio health/nutrition education will demonstrate greater nutrition and health knowledge, positive attitudes towards preventive health and better dietary diversity practices for improved child growth. We used a two‐arm, quasi‐experimental, non‐equivalent comparison group design with pre‐ and post‐test observations to evaluate the intervention. The study population comprised 712 mothers with children aged 6‐36 months who were randomly selected from five intervention districts and one comparison district in Northern Ghana. Difference‐in‐difference (DID) analysis was performed to assess study outcomes. After 12‐month implementation of intervention activities, the minimum dietary diversity and the minimum acceptable diet improved significantly (DID 9⋅7 percentage points, P 0⋅014 and DID 12⋅1 percentage points, P 0⋅001, respectively) in the intervention study group, compared with the comparison group. Mothers in the intervention communities had a nutrition‐related knowledge, attitudes and practices score that was significantly higher than their colleagues in the comparison communities (DID 0⋅646, P < 0⋅001). The intervention did not have significant effects on the nutritional status as measured by height‐for‐age Z‐score or weight‐for‐height Z‐score. The data provide evidence that health and nutrition education using radio drama significantly increased health‐/nutrition‐related knowledge but had little effect on nutritional status.
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AB: BACKGROUND: Appropriate infant and young child feeding practices are critical for optimal child growth and development, but in Ethiopia, complementary feeding (CF) practices are very poor. Alive & Thrive (A&T) provided intensive behavior change interventions through 4 platforms: interpersonal communication (IPC), nutrition‐sensitive agricultural activities (AG), community mobilization (CM), and mass media (MM). OBJECTIVES: The aim of this study was to evaluate the impact of A&T intensive compared with nonintensive interventions (standard nutrition counseling and agricultural extension service and less intensive CM and MM) on CF practices and knowledge and child anthropometric outcomes. METHODS: We used a cluster‐randomized evaluation design with cross‐sectional surveys among households with children aged 6‐23.9 mo [n = 2646 at baseline (2015) and n = 2720 at endline (2017)]. We derived difference‐in‐difference impact estimates (DDEs) and conducted dose‐response and path analyses to document plausibility of impacts. RESULTS: At endline, exposure to IPC was 17.8‐32.3%, exposure to AG was 22.7‐36.0%, exposure to CM was 18.6‐54.3%, and exposure to MM was 35.4% in the intensive group. Minimum dietary diversity and minimum acceptable diet increased significantly in the intensive group but remained low at endline (24.9% and 18.2%, respectively). Significant differential declines in stunting prevalence were observed (DDE: ‐5.6 percentage points; P < 0.05) in children aged 6‐23.9 mo, decreasing from 36.3% to 22.8% in the intensive group. Dose‐response analyses showed higher odds of minimum dietary diversity (OR: 3.3; 95% CI: 2.2, 4.8) and minimum meal frequency (OR: 1.9; 95% CI: 1.4, 2.6) and higher height‐for‐age z score (HAZ) (β: 0.24; 95% CI: 0.04, 0.4) among women exposed to 3 or 4 platforms. Path analyses showed a strong relation between AG and egg consumption, which led to increased child dietary diversity and HAZ. CONCLUSIONS: Delivery of social and behavior change interventions using multiple platforms was feasible and effective, resulting in improvements in CF practices and child stunting within a 2‐y period. There is a need for continued efforts, however, to expand intervention coverage and to improve CF practices in Ethiopia. This trial was registered at clinicaltrials.gov as NCT02775552.
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AB: BACKGROUND: In Sub‐Saharan Africa over one million newborns die annually. We developed a sustainable and scalable home‐based counselling intervention for delivery by community volunteers in rural southern Tanzania to improve newborn care practices and survival. Here we report the effect on newborn care practices one year after full implementation. METHODS: All 132 wards in the 6‐district study area were randomised to intervention or comparison groups. Starting in 2010, in intervention areas trained volunteers made home visits during pregnancy and after childbirth to promote recommended newborn care practices including hygiene, breastfeeding and identification and extra care for low birth weight babies. In 2011, in a representative sample of 5,240 households, we asked women who had given birth in the previous year both about counselling visits and their childbirth and newborn care practices. RESULTS: Four of 14 newborn care practices were more commonly reported in intervention than comparison areas: delaying the baby's first bath by at least six hours (81% versus 68%, OR 2.0 (95% CI 1.2‐3.4)), exclusive breastfeeding in the three days after birth (83% versus 71%, OR 1.9 (95% CI 1.3‐2.9)), putting nothing on the cord (87% versus 70%, OR 2.8 (95% CI 1.7‐4.6)), and, for home births, tying the cord with a clean thread (69% versus 39%, OR 3.4 (95% CI 1.5‐7.5)). For other behaviours there was little evidence of differences in reported practices between intervention and comparison areas including childbirth in a health facility or with a skilled attendant, thermal care practices, breastfeeding within an hour of birth and, for home births, the birth attendant having clean hands, cutting the cord with a clean blade and birth preparedness activities. CONCLUSIONS: A home‐based counselling strategy using volunteers and designed for scale‐up can improve newborn care behaviours in rural communities of southern Tanzania. Further research is needed to evaluate if, and at what cost, these gains will lead to improved newborn survival. TRIAL REGISTRATION: Trial Registration Number NCT01022788 (http://www.clinicaltrials.gov, 2009).
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AB: BACKGROUND: Exclusive breastfeeding (EBF) improves infant health and survival. We tested the effectiveness of a home‐based intervention using Community Health Workers (CHWs) on EBF for six months in urban poor settings in Kenya. METHODS: We conducted a cluster‐randomized controlled trial in Korogocho and Viwandani slums in Nairobi. We recruited pregnant women and followed them until the infant's first birthday. Fourteen community clusters were randomized to intervention or control arm. The intervention arm received home‐based nutritional counselling during scheduled visits by CHWs trained to provide specific maternal infant and young child nutrition (MIYCN) messages and standard care. The control arm was visited by CHWs who were not trained in MIYCN and they provided standard care (which included aspects of ante‐natal and post‐natal care, family planning, water, sanitation and hygiene, delivery with skilled attendance, immunization and community nutrition). CHWs in both groups distributed similar information materials on MIYCN. Differences in EBF by intervention status were tested using chi square and logistic regression, employing intention‐to‐treat analysis. RESULTS: A total of 1110 mother‐child pairs were involved, about half in each arm. At baseline, demographic and socioeconomic factors were similar between the two arms. The rates of EBF for 6 months increased from 2% pre‐intervention to 55.2% (95% CI 50.4‐59.9) in the intervention group and 54.6% (95% CI 50.0‐59.1) in the control group. The adjusted odds of EBF (after adjusting for baseline characteristics) were slightly higher in the intervention arm compared to the control arm but not significantly different: for 0‐2 months (OR 1.27, 95% CI 0.55 to 2.96; p = 0.550); 0‐4 months (OR 1.15; 95% CI 0.54 to 2.42; p = 0.696), and 0‐6 months (OR 1.11, 95% CI 0.61 to 2.02; p = 0.718). CONCLUSIONS: EBF for six months significantly increased in both arms indicating potential effectiveness of using CHWs to provide home‐based counselling to mothers. The lack of any difference in EBF rates in the two groups suggests potential contamination of the control arm by information reserved for the intervention arm. Nevertheless, this study indicates a great potential for use of CHWs when they are incentivized and monitored as an effective model of promotion of EBF, particularly in urban poor settings. Given the equivalence of the results in both arms, the study suggests that the basic nutritional training given to CHWs in the basic primary health care training, and/or provision of information materials may be adequate in improving EBF rates in communities. However, further investigations on this may be needed. One contribution of these findings to implementation science is the difficulty in finding an appropriate counterfactual for community‐based educational interventions. TRIAL REGISTRATION: ISRCTN ISRCTN83692672 . Registered 11 November 2012. Retrospectively registered.
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AB: INTRODUCTION: Over one‐quarter of children in sub‐Saharan Africa are stunted; however, commercial supplements only partially meet child nutrient requirements, cannot be sustainably produced, and do not resolve physiological barriers to adequate nutrition (eg, inflammation, microbiome dysbiosis and metabolic dysfunction). Redesigning current infant and young child feeding (IYCF) interventions using locally available foods to improve intake, uptake and utilisation of nutrients could ameliorate underlying pathogenic pathways and improve infant growth during the critical period of complementary feeding, to reduce the global burden of stunting. METHODS AND ANALYSIS: Child Health Agriculture Integrated Nutrition is an open‐label, individual household randomised trial comparing the effects of IYCF versus 'IYCF‐plus' on nutrient intake during infancy. The IYCF intervention comprises behaviour change modules to promote infant nutrition delivered by community health workers, plus small‐quantity lipid‐based nutrient supplements from 6 to 12 months of age which previously reduced stunting at 18 months of age by 20% in rural Zimbabwe. The 'IYCF‐plus' intervention provides these components plus powdered NUA‐45 biofortified sugar beans, whole egg powder, moringa leaf powder and provitamin A maize. The trial will enrol 192 infants between 5 and 6 months of age in Shurugwi district, Zimbabwe. Research nurses will collect data plus blood, urine and stool samples at baseline (5‐6 months of age) and endline (9‐11 months of age). The primary outcome is energy intake, measured by multipass 24‐hour dietary recall at 9‐11 months of age. Secondary outcomes include nutrient intake, anthropometry and haemoglobin concentration. Nested laboratory substudies will evaluate the gut microbiome, environmental enteric dysfunction, metabolic phenotypes and innate immune function. Qualitative substudies will explore the acceptability and feasibility of the IYCF‐plus intervention among participants and community stakeholders, and the effects of migration on food production and consumption. ETHICS AND DISSEMINATION: This trial is registered at ClinicalTrials.gov (NCT04874688) and was approved by the Medical Research Council of Zimbabwe (MRCZ/A/2679) with the final version 1.4 approved on 20 August 2021, following additional amendments. Dissemination of trial results will be conducted through the Community Engagement Advisory Board in the study district and through national‐level platforms. TRIAL REGISTRATION NUMBER: NCT04874688.
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AB: BACKGROUND: Diarrhoea accounts for 1.8 million deaths in children in low‐ and middle‐income countries (LMICs). One of the identified strategies to prevent diarrhoea is hand washing. OBJECTIVES: To assess the effects of hand‐washing promotion interventions on diarrhoeal episodes in children and adults. SEARCH METHODS: We searched CENTRAL, MEDLINE, Embase, nine other databases, the World Health Organization (WHO) International Clinical Trial Registry Platform (ICTRP), and metaRegister of Controlled Trials (mRCT) on 8 January 2020, together with reference checking, citation searching and contact with study authors to identify additional studies. SELECTION CRITERIA: Individually‐randomized controlled trials (RCTs) and cluster‐RCTs that compared the effects of hand‐washing interventions on diarrhoea episodes in children and adults with no intervention. DATA COLLECTION AND ANALYSIS: Three review authors independently assessed trial eligibility, extracted data, and assessed risks of bias. We stratified the analyses for child day‐care centres or schools, community, and hospital‐based settings. Where appropriate, we pooled incidence rate ratios (IRRs) using the generic inverse variance method and a random‐effects model with a 95% confidence interval (CI). We used the GRADE approach to assess the certainty of the evidence. MAIN RESULTS: We included 29 RCTs: 13 trials from child day‐care centres or schools in mainly high‐income countries (54,471 participants), 15 community‐based trials in LMICs (29,347 participants), and one hospital‐based trial among people with AIDS in a high‐income country (148 participants). All the trials and follow‐up assessments were of short‐term duration. Hand‐washing promotion (education activities, sometimes with provision of soap) at child day‐care facilities or schools prevent around one‐third of diarrhoea episodes in high‐income countries (incidence rate ratio (IRR) 0.70, 95% CI 0.58 to 0.85; 9 trials, 4664 participants, high‐certainty evidence) and may prevent a similar proportion in LMICs, but only two trials from urban Egypt and Kenya have evaluated this (IRR 0.66, 95% CI 0.43 to 0.99; 2 trials, 45,380 participants; low‐certainty evidence). Only four trials reported measures of behaviour change, and the methods of data collection were susceptible to bias. In one trial from the USA hand‐washing behaviour was reported to improve; and in the trial from Kenya that provided free soap, hand washing did not increase, but soap use did (data not pooled; 3 trials, 1845 participants; low‐certainty evidence). Hand‐washing promotion among communities in LMICs probably prevents around one‐quarter of diarrhoea episodes (IRR 0.71, 95% CI 0.62 to 0.81; 9 trials, 15,950 participants; moderate‐certainty evidence). However, six of these nine trials were from Asian settings, with only one trial from South America and two trials from sub‐Saharan Africa. In seven trials, soap was provided free alongside hand‐washing education, and the overall average effect size was larger than in the two trials which did not provide soap (soap provided: RR 0.66, 95% CI 0.58 to 0.75; 7 trials, 12,646 participants; education only: RR 0.84, 95% CI 0.67 to 1.05; 2 trials, 3304 participants). There was increased hand washing at major prompts (before eating or cooking, after visiting the toilet, or cleaning the baby's bottom) and increased compliance with hand‐hygiene procedure (behavioural outcome) in the intervention groups compared with the control in community trials (data not pooled: 4 trials, 3591 participants; high‐certainty evidence). Hand‐washing promotion for the one trial conducted in a hospital among a high‐risk population showed significant reduction in mean episodes of diarrhoea (1.68 fewer) in the intervention group (mean difference ‐1.68, 95% CI ‐1.93 to ‐1.43; 1 trial, 148 participants; moderate‐certainty evidence). Hand‐washing frequency increased to seven times a day in the intervention group versus three times a day in the control arm in this hospital trial (1 trial, 148 participants; moderate‐certainty evidence). We found no trials evaluating the effects of hand‐washing promotions on diarrhoea‐related deaths or cost effectiveness. AUTHORS' CONCLUSIONS: Hand‐washing promotion probably reduces diarrhoea episodes in both child day‐care centres in high‐income countries and among communities living in LMICs by about 30%. The included trials do not provide evidence about the long‐term impact of the interventions.
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AB: BACKGROUND: Achieving the Millennium Development Goals for health requires a massive scaling‐up of interventions in Sub Saharan Africa. Intermittent Preventive Treatment in infants (IPTi) is a promising new tool for malaria control. Although efficacy information is available for many interventions, there is a dearth of data on the resources required for scaling up of health interventions. METHOD: We worked in partnership with the Ministry of Health and Social Welfare (MoHSW) to develop an IPTi strategy that could be implemented and managed by routine health services. We tracked health system and other costs of (1) developing the strategy and (2) maintaining routine implementation of the strategy in five districts in southern Tanzania. Financial costs were extracted and summarized from a costing template and semi‐structured interviews were conducted with key informants to record time and resources spent on IPTi activities. RESULTS: The estimated financial cost to start‐up and run IPTi in the whole of Tanzania in 2005 was US$1,486,284. Start‐up costs of US$36,363 were incurred at the national level, mainly on the development of Behaviour Change Communication (BCC) materials, stakeholders' meetings and other consultations. The annual running cost at national level for intervention management and monitoring and drug purchase was estimated at US$459,096. Start‐up costs at the district level were US$7,885 per district, mainly expenditure on training. Annual running costs were US$170 per district, mainly for printing of BCC materials. There was no incremental financial expenditure needed to deliver the intervention in health facilities as supplies were delivered alongside routine vaccinations and available health workers performed the activities without working overtime. The economic cost was estimated at 23 US cents per IPTi dose delivered. CONCLUSION: The costs presented here show the order of magnitude of expenditures needed to initiate and to implement IPTi at national scale in settings with high Expanded Programme on Immunization (EPI) coverage. The IPTi intervention appears to be affordable even within the budget constraints of Ministries of Health of most sub‐Saharan African countries.
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AB: Introduction Nutrition‐sensitive agriculture has been the subject of much recent global interest, however, the empirical evidence of the individual pathways to improved nutrition is scant. Care behaviors are recognized as central to child nutrition, yet caregiver resources to perform feeding behaviors are understudied, generally, and specifically in the context of agricultural interventions. Self‐efficacy is an important caregiver resource that influences maternal behaviors around young child feeding practices. We evaluated the impacts of a multi‐faceted intervention (homegardening, gender sensitization) with and without nutrition education on maternal self‐efficacy in complementary feeding. We further explored the mediating roles of spousal support and household food security. Methods Realigning Agriculture for Improved Nutrition (RAIN) was a four year homegardening intervention targeting rural women in the Central province of Zambia who were pregnant or had a child under two years of age. The intervention was implemented by Concern Zambia and evaluated using a cluster‐randomized design by the International Food Policy Research Institute. The unit of randomization was the census survey area, within which a number of women's groups consisting of 15‐20 member were created based on the number of eligible women. Bi‐monthly group meetings, led by community agricultural educators and community health volunteers (CHV), served as the main platform for intervention delivery and were supplemented by home visits. We administered a mid‐term survey, two years after the intervention began, to a random sample of 759 women with children under two years of age in intervention and control groups. We conducted both intention‐to‐treat and per‐protocol analyses using SEM in STATA 13.0. Results The agricultural intervention significantly improved maternal self‐efficacy (β = 0.82; p <0.001) and this was partially mediated by increasing gains in spousal support (β = 0.43; p <0.001) and food security (β = 0.78; p <0.001). We found similar results in women who additionally received nutrition education, but there were no additional gains in self‐efficacy when compared to women who received the agricultural intervention without nutrition education. We discovered substantial variability in the delivery of nutrition education due to low CHV participation. Only 73% of CHVs attended their last meeting, compared to 98% of agricultural educators and 25% of women could not recall their CHV's name. The average number of home visits performed by CHVs was 1.6 compared to 7.5 by agricultural educators. Our per protocol analysis showed additional gains to self‐efficacy for women with high levels of delivery and participation in the agricultural intervention (β = 0.97; p <0.001) with the greatest gains in women who also received nutrition education (β = 1.10; p <0.001). The difference in selfefficacy between women who did and did not receive nutrition education was not significant. Conclusion This home‐gardening intervention improved maternal self‐efficacy in complementary feeding through improvements in spousal support and food security. The addition of nutrition education provided no additional gains to self‐efficacy in complementary feeding. Leveraging existing health infrastructure, notably community health volunteers, to add nutrition education to an agricultural project presented challenges to delivery in this setting.
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AB: Background and objectives: The Nutrition Embedded Evaluation Program Impact Evaluation (NEEP‐IE) study is a cluster randomised controlled trial designed to evaluate the impact of a childcare centre‐based integrated nutrition and agriculture intervention on the diets, nutrition and development of young children in Malawi. The intervention includes activities to improve nutritious food production and training/behaviour change communication to improve food intake, care and hygiene practices. Methods: Sixty community‐based childcare centres (CBCCs) in rural communities around Zomba district, Malawi, were randomised to either 1) a control group with communities with Save the Children supported CBCCs and parenting education; or 2) an intervention group where additional nutrition and agricultural support activities were provided to help communities provide nutritious meals in the preschools all year round. Primary outcomes at child level include dietary intake of children aged 3‐6y (measured through 24‐hour recall) and infant and young child feeding (IYCF) practices for children aged 0‐24m. At household level, primary outcomes include smallholder farmer production output and crop‐mix (recall of last production season). Intermediate outcomes along theorised agriculture and nutrition pathways were measured. During this trial, we followed a mixed methods approach combining child‐, household‐, CBCC‐ and market‐level surveys and assessments with in‐depth interviews and focus group discussions with project stakeholders. Results: The integrated agriculture and nutrition intervention improved dietary intake and dietary diversity for pre‐school children and their younger siblings. Positive effects were also observedfor household production and production diversity. These effects were driven by increased consumption and production of nutritious foods. Conclusions: Assessing the simultaneous impact of pre‐school meals on diets, nutrition, child development and agriculture is a complex undertaking. This study is the first to explicitly examine from a food systems perspective, the impact of a pre‐school meals programme on dietary choices, alongside outcomes in nutrition, child development and agriculture domains. The findings of this evaluation will provide evidence to support policymakers in the scale‐up of national programmes.
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AB: Background: Complementary feeding of infants in refugee settlements remains inadequate. Furthermore, there has been limited evaluation of interventions addressing these nutrition challenges. Objective: This study examined the effects of a peer‐led integrated nutrition education intervention on infant complementary feeding by South Sudanese refugee mothers in the West‐Nile region in Uganda. Methods: A community‐based randomized trial enrolled 390 pregnant women (during third trimester) as the baseline. Two arms [mothers‐only and parents‐combined (both mothers and fathers)] comprised treatments with a control. Infant feeding was assessed using WHO and UNICEF guidelines. Data were collected at Midline‐II and Endline. The medical outcomes study (MOS) social support index was used to measure social support. An overall mean score of >4 was considered optimal social support, a score of ≤2 was none or little support. Adjusted multivariable logistic regression models determined the effects of the intervention on infant complementary feeding. Results: At the end of the study, infant complementary feeding improved significantly in both mothers‐only and parents‐combined arms. There was a positive effect on the introduction of solid, semisolid, and soft foods (ISSSF) in the mothers‐only arm at both Midline‐II {adjusted odds ratio (AOR) = 4.0]} and Endline (AOR = 3.8). Likewise, ISSSF was better for the parents‐combined arm at both Midline‐II (AOR = 4.5) and Endline (AOR = 3.4). Minimum dietary diversity (MDD) was significantly better at the Endline for the parents‐combined arm (AOR = 3.0). Minimum acceptable diet (MAD) was significantly better at Endline for both mothers‐only (AOR = 2.3) and parents‐combined arms (AOR = 2.7). Infant consumption of eggs and flesh foods (EFF) was improved only in the parents‐combined arm at both Midline‐II (AOR = 3.3) and Endline (AOR = 2.4). Higher maternal social support was associated with better infant MDD (AOR = 3.3), MAD (AOR = 3.6), and EFF (AOR = 4.7). Conclusion: Engaging both fathers and mothers in care groups benefited complementary feeding of infants. Overall, this peer‐led integrated nutrition education intervention through care groups improved infant complementary feeding in the West‐Nile postemergency settlements in Uganda. This trial was registered at clinicaltrials.gov as NCT05584969.
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AB: INTERVENTION: Intervention 1: FAO/FICA implements activities to improve food security only. Intervention 2: FAO/FICA implements activities to improve food security and in addition nutrition edcucation for behaviour change to improve infant and young child feeding practices. CONDITION: D50.9 ‐ Iron deficiency anaemia, unspecified E45 ‐ Retarded development following protein‐energy malnutrition E50.9 ‐ Vitamin A deficiency, unspecified PRIMARY OUTCOME: The Height for age Z‐Score (HAZ) of children below 2 years will increase if TIPs recommendations and recipes are locally available and accepted. SECONDARY OUTCOME: Anemia (A) among children between 6 and 23 months, defined as hemoglobin level of < 11g/dl, will decrease by 25 %. ; ; Retinol binding protein (RBP) levels will decrease by 15% among children with a C‐reactive protein (CRP) level of < 12mg/l.; ; Prevalence of children with presumed acute respiratory infections and fever (ARI) and diarrhea (D) in the last two weeks prior the survey will decrease by 25%.; ; There will be differences in knowledge of age‐appropriate complementary feeding (KCF) of children between caretakers measured using a knowledge score in interventions and controls.; ; TIPs formative research generates nutritionally improved, culturally acceptable and affordable recipes which result in improved feeding practices and food intake which will result in a higher dietary diversity score for the children INCLUSION CRITERIA: Households with children under two years of age
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AB: This cluster randomized controlled study aims to add to the evidence base on mHealth interventions by assessing the main effects of delivering nutrition messages on key maternal, infant, and young child nutrition (MIYCN) behaviors and outcomes through three innovative behavior change strategies. The strategies compared will be: (i) an interpersonal communication strategy using the Tanzanian government's Mkoba wa Siku 1000 maternal, infant and young child nutrition (MIYCN) curriculum (MwS) through clinic‐ and community‐based channels, (ii) the mNutrition SMS text messaging module of the government's Wazazi Nipendeni program, and (iii) the combination of both of these strategies (interpersonal and SMS messaging). They will be compared with the current standard of care in Tanzania. The goal will be to determine which has the greatest impact on key MIYCN and hygiene practices and care‐seeking behaviors. It will be paired with a costing analysis so that these effects can be understood in the context of their costs.
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AB: Pakistan is one of the countries with the highest rates of child death in the world. It ranks 4th in child mortality, with 60% deaths due to vaccine‐preventable diseases (VPDs). The immunization coverage in Pakistan is estimated to be 59%, which is still well below the desired level, leading to continued polio transmission, large measles outbreaks, and thousands of deaths from vaccine‐preventable illnesses. In addition, Pakistan is a major polio epidemic country and among 3 countries in the world requiring proof of polio vaccination for international travel. Pakistan demographic and health survey in 2017‐2018 suggests 88% percent of children had received BCG vaccine due at birth, 86% and 95% had received the first dose of pentavalent and polio vaccine respectively due at the 6th week. Furthermore, 75% and 86% of children had received the third dose of the pentavalent and polio vaccines, respectively, due at 14th week and measles vaccination was 73%, which is due at 9 months. However, these rates are at 1 year of age and much higher than vaccination coverage rate at scheduled time and among conflict hits and displaced populations. Improved RI coverage is recommended as the priority public health strategy to reduce VPDs and eradicate polio in Pakistan and worldwide. According to immunization coverage surveys, 1 in 5 children are unimmunized. A major reason for poor childhood vaccine coverage is low immunization uptake, when parents are unable to complete the entire series of vaccines in accordance with the scheduled timelines. Some of the reasons include: (1) the family is not in favor of getting their child immunized, (2) low trust in vaccines provided through Expanded Programme on Immunization (EPI) and government health care providers, and (3) caregivers have forgotten their child's next vaccination due date or child's EPI card is misplaced. These barriers may be modified with additional support through education and behavior change strategies. In addition, with more pressing issues of food and shelter, preventive health often takes the back seat, and parents and caregivers forget or ignore the subsequent doses of vaccines for their children. There is an immense need to encourage parents' care seeking and collaboration with the health care providers to improve initial vaccine uptake and the completion of all doses according to the schedule. New innovative and cost‐effective techniques are necessary for practical solutions to improve vaccination uptake and coverage. The vision of the investigators is to build capacity in technology‐driven healthcare innovation in LMCIs. The programme will be initiated by a feasibility and proof‐of‐concept (POC) study to tackle the lack of awareness around immunization, which is a major health issue in developing countries. Mobile apps and social media have been shown to be effective in various programmes worldwide, but there is limited data from LMICs on the use of digital technologies in improving routine immunization (RI) coverage. Mobile phones offer a new medium to provide education and advocate families or caregivers to enable behavior change so as to improve immunization uptake. Mobile phone use has also increased in countries with low RI coverage and a high risk of VPDs. Good examples are Nigeria and Pakistan, where there were around 170 and 140 million mobile phone subscribers, respectively, in 2014. There are limited data from LMICs set up on the role of SMS‐based interventions for improvement of RI coverage, and conventional 1‐way reminder SMS text messages were used by most of the studies as the intervention. Overall, very few studies compared reminders, educational, and interactive SMS messages related to childhood vaccination uptake. Although some of the studies have shown some behavior change for improvement in vaccination coverage, more rigorous application of health behavior change model needs to be applied to understand the impact of reminder, educational, and interactive messages on behavior change related to improvement in RI coverage. However, data from developing countries regarding the role of automated calls in improving vaccine coverage are limited.
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AB: Over the past two decades there has been a growing global momentum and commitment to address malnutrition. The most recent indication of this is reflected in goal #2 of the Sustainable Development Goals, "end hunger, achieve food security and improved nutrition and promote sustainable agriculture." However, great challenges remain. Today, over 165 million children under five are chronically malnourished or stunted, and once a child is stunted, it is nearly impossible to regain their cognitive and physical potential. In addition, it is estimated that malnutrition contributes to more than one‐third of all child deaths under the age of five. Through research and fieldwork, key evidence‐based interventions and target populations have been identified. It has been found that the most critical time to prevent chronic malnutrition is from conception up through the child's second birthday, known as the "first 1,000 days." Improving household behaviors related to maternal and child health and nutrition such as improved water, sanitation, and hygiene practices, proper infant and young child feeding practices, optimal maternal nutrition and antenatal care, and others can reduce child malnutrition and prevent up to 57% of deaths of children under five years of age. However, despite the gains in reducing stunting in children, there has been no program implemented at scale that has come close to normalizing child growth. There is a need for new tools and interventions that focus on other causes of malnutrition aside from poor water, sanitation, and hygiene, infant and young child feeding, home management/care seeking for sick children, maternal nutrition/antenatal care, and use of preventive services (e.g., immunizations). One promising new intervention is the treatment of maternal depression, an underlying cause of malnutrition. The potential global impact of adding community‐based treatment of maternal depression to the investigator's toolbox of interventions to reduce child stunting could be significant: A recent meta‐analysis found that stunting could be reduced globally by about 27% by eliminating maternal depression (Surkan, J, Kennedy C, Hurley, B, and Black, M., 2011). As such, the investigators believe that treatment of maternal depression could result in improved nutrition behavior change in mothers, leading to significant reductions in child stunting and helping to end hunger. Therefore, Food for the Hungry in partnership with the team at the Global Mental Health Lab at Teachers College, Columbia University is proposing a 33 month project which will test how to integrate Interpersonal Psychotherapy for Groups within Care Group projects and whether the treatment of maternal depression with Interpersonal Psychotherapy for Groups improves the adoption of maternal behaviors that can reduce stunting in Kitgum District in northern Uganda. Using a cluster randomized controlled trial design, Food for the Hungry will test whether adding Interpersonal Psychotherapy for Groups for half of the women identified with depression improves the adoption of household health and nutrition behaviors known to improve child linear growth. An effective, low‐cost, short‐duration community‐based method for decreasing depression has been established that was first rigorously tested in Uganda: Interpersonal Psychotherapy for Groups. Several Private Voluntary Organizations in Africa have used this low‐cost, short‐duration, community‐based group psychosocial approach and found it to be a culturally‐sensitive, acceptable, and feasible approach to address depression. A cluster randomized controlled trial of this approach in depressed adults in southern Ugandan rural communities yielded a 93% decline in diagnosable depression (vs. a 45% decline in controls), as well as significantly higher functionality in household tasks, including those associated with child nutrition and health (Bass et al, 2006). However, this study did not measure changes in maternal adoption of behaviors that affect child nutritional status and the possible effect of treatment of maternal depression on improved child growth. Demonstrating that Interpersonal Psychotherapy for Groups works for increasing maternal adoption of behaviors that affect child nutritional status could have a profound effect on how malnutrition is prevented worldwide, and save children and their mothers from a lot of unnecessary suffering. Pregnant women and mothers with a child born after 3 April 2016 (who will be under 18 months of age by the time health promotion begins on 4 October 2017) will be assessed for depression, and half of those who meet a cutoff for depression will be randomly assigned to IPT‐G. Following the three‐month implementation of Interpersonal Psychotherapy for Groups, all pregnant women and women with children under two years of age in the project area will participate in Care Groups, an evidence‐based community nutrition promotion model to improve maternal and child health and nutrition behaviors. A recent set of papers summarized the history of Care Groups and the outcomes achieved with the model on children under two years of age in many countries around the world (Perry et al, 2015), and how projects using Care Groups are achieving on average more than double the behavior change of other models on maternal behaviors that affect the growth of children 0‐23m (George et al, 2015). Through Care Groups, women will learn about proper water, sanitation, and hygiene behaviors; Infant and Young Child Feeding practices; management of childhood illnesses; home management, referral and care seeking for sick children; family planning; and use of preventive services available at health facilities (e.g., growth monitoring, deworming, vitamin A supplementation). All children under five years of age will also be screened for acute malnutrition by the Care Group Volunteers, and receive deworming medication and vitamin A supplementation twice a year through the Ministry of Health and Community Health Workers as part of national campaigns. Care group experts report improvement of depression as a result of these focus groups, due to the connection, social support and problem‐solving among the group members. At the conclusion of this project, a Lessons Learned conference will be held in Uganda and an online dissemination event will be held in order to facilitate the sharing of project results. Results will also be disseminated through peer‐reviewed papers and communities of practice.
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AB: Brief introduction: Low‐and middle‐income countries (LMICs) are "home" to most of the world's refugees, the majority of whom are women and children. Refugee children are vulnerable to undernutrition and poor health, and humanitarian agencies have highlighted child undernutrition as a key area for intervention during refugee situations. Complementary feeding of infants in refugee settlements remains inadequate; however, there is limited evidence on how to address these nutritional challenges in refugee settlements. In 2020, I conducted a year‐long community‐based randomized control trial among post‐emergency settlements in the West Nile region in Uganda to examine whether an integrated nutrition education intervention delivered through Care Groups would improve infant feeding practices and growth in the post‐emergency settlements in Uganda. The findings in this study may be used to design nutrition‐sensitive programs and also inform policies targeting complementary feeding practices within post‐emergency settlements in Uganda. Study area: The Adjumani district had been randomly selected among six districts and one city hosting refugees in the West Nile region. Initially, three settlements in the Adjumani district were randomly selected and assigned to the three arms of the study. Ayilo‐I settlement was assigned as a Moms‐only treatment arm, Pagirinya settlement was the Moms & Dads treatment arm while Nyumanzi settlement was the Control arm. During the recruitment of the participants, some fathers in the settlement (Pagirinya) assigned to the Moms & Dads treatment could not commit to participating in a year‐long study because they had to move away from the settlement for jobs back to Juba, the capital of Sudan or nearby towns with more employment opportunities. Because of the limited number of participants in the Moms & Dads arm, a second randomization was done excluding the already selected settlements. Ayilo II was then selected as the other settlement to identify respondents for the Moms & Dads treatment arm. These settlements were at least six kilometers apart to reduce the possibility of spillover effects of the intervention. The village health team (VHTs) and health center midwife assistants supported the identification of pregnant mothers to be included in the study. Sample size: Prompt introduction of solid and semi‐solid foods to infants was used as the primary outcome to determine the sample size because of its reliability as an indicator of infant and young child feeding practices. A sample size of 317 mothers was desired for strong power, based on calculations using GPower 3.1 software, with a type I error of 0.05, a power of 0.90, and an effect size of 0.2 to detect differences in the proportions of infants introduced to complementary foods at 6‐8 months among the 3 study arms. A 23 percent loss during follow‐up was estimated; thus, 390 women (15‐49 years of age) in their third trimester of pregnancy were willing to participate. These women were enrolled before baseline data collection. Husbands were eligible to participate with their wives in the Moms & Dads treatment arm. A total of 321 mother‐infant dyads completed the study. Purposive sampling was used to identify pregnant women in their 3rd‐trimester to be included in the study. VHTs and a midwife assistant from each settlement were contacted to support the respondent identification process due to their community roles in promoting health among expectant mothers. Identified pregnant women were crossmatched with an integrated maternity register from the health facility. Verification of pregnancy term was done with the help of the midwife assistant, VHT, and researcher by validating records in the antenatal card or maternity records book. Each of the chosen settlements formed the household sampling frame for one arm of the study; that is, each settlement had either: 1) Moms‐only, 2) Moms & Dads combined, or 3) Control arm. The participants in the study were followed up from recruitment in January 2020 to the end of the study in December 2020. Study Intervention: A peer‐led integrated nutrition education training program using the Care Group model developed by the USAID TOPS program comprised the intervention. We hypothesized that participants in the Care Group intervention would have better peer support and would have improved infant complementary feeding and growth compared to the participants in the control arm. For the intervention arms, topics trained in the peer support groups included 1) group dynamics and social support, 2) optimal breastfeeding and complementary feeding practices, 3) adequate basic hygiene, 4) child growth and development, and 5) fathers' involvement. The training messages were adopted and modified from the community health extension workers (CHEWs) training handbook and the United Nations Children Emergency Fund (UNICEF) infant and young feeding counseling cards for community workers. Selected images were included in each module for illustration adopted from the UNICEF‐IYCF counseling cards for community workers. Intervention groups: In this study, Moms‐only and Moms & Dads arms comprised the treatment arms also referred to as the intervention arms. The Control arm was the third study arm but did not receive the intervention. Each study arm comprised 10 groups with 10 ‐ 20 members per group. For the study arms, volunteer leaders were selected within each group by the members. These leaders were referred to as peer group leaders. For the intervention arms, the peer group leaders were trained for five days using the same training tool that was to be used during the Care Group meetings. The peer group leaders were trained by identified village health team (VHTs) together with a nutrition and health educator from the Adjumani district. Only one refresher training for the peer group leaders was done during the entire study period even though at least two refresher trainings had been planned. The failure to conduct additional refresher training was due to measures undertaken to observe COVID‐19 safety operating procedures (SoPs). Nevertheless, monthly feedback meetings were held for the peer group leaders with the VHTs to harmonize group meeting plans and address any challenges. These monthly meetings were also attended by the researcher. Each of the peer group leaders facilitated integrated nutrition training modules on a biweekly basis to the 10 to 20 group members identified in a Care Group to effect behavioral change. The group members were also encouraged to visit each other's homes as part of peer follow‐up, however, caution to COVID‐19 SoPs was emphasized. Standard of care/ Control arm: In this study, the Control arm did not receive the intervention. The Control arm comprised a standard of care that was expected to involve VHTs doing their routine work in the community supporting households concerning nutrition and health information for better maternal and child health. The GoU recommends having at least two VHTs in a village, which is between 50 and 70 households. These VHTs report directly to the nearest government health facility. Additionally, the VHTs are expected to promote government health programs and urge community members to access health‐related services from government facilities. Data Collection: The structured questionnaire used for this study was adapted from the Demographic and Health Surveys and UNHCR standardized expanded nutrition surveys (SENS) guidelines. These two questionnaires have been widely accepted for sociodemographic, health, and nutrition data collection and related information for nationally representative samples and humanitarian populations. Additional questions to assess maternal social support were adopted from the medical outcomes study (MOS) social support scale. The final questionnaire was translated into Arabic, Dinka, and Madi languages which are widely spoken by the South Sudanese in the refugee settlements in Uganda. The questionnaires were then uploaded onto electronic tablets (Lenovo Tab P11) using the Qualtrics software (Offline version). The collected data with the electronic tablets were uploaded to Qualtrics cloud storage at the end of each data collection day. Only the principal investigator and research collaborators had access to the data as part of maintaining respondent data safety. Four enumerators with a minimum qualification of an associate degree in nutritional science, social sciences, or related fields were recruited and trained on the questionnaire. Each enumerator was proficient in English and Arabic and one of the local languages (Madi, Nuer, or Dinka). A total of 10 households with women pregnant in their 3rd trimester were used to pretest the questionnaire in the Boroli refugee settlement. The Boroli refugee settlement where the pretesting was done was not among the settlements that were selected for the year‐long study. The researcher was able to make minor revisions and adjustments mostly regarding the flow of questions in the Qualtrics software. Data collectors/enumerators were blinded from the study arm assignment. The collection of data/information from a single respondent was completed within 1 hour and 30 minutes. The data collection time points for this study were baseline (January), Midline‐I (June), Midline‐II (October), and Endline (December). At each data collection period, the participants were provided with a 1 kg bar of washing soap, 200 mL of vitamin A fortified cooking oil, and half a kilo each of iodized salt and sugar, all worth about 7,600 Ugx (1.5 USD) as compensation for participation in the study. Ethical Considerations: This study was approved by the Institutional Review Boards of the Uganda National Council of Science and Technology (SS 5038), Makerere University School of Health Science Research and Ethics Committee (SHSREC REF:2019‐020), and Oklahoma State University (HS‐19‐2). Additional permission was acquired from the Office of the Prime Minister (OPM) Uganda (OPM/R/107). Informed consent was obtained from all respondents at recruitment for participation in the study, and before data collection during the study.
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AB: According to UNICEF, respiratory and diarrheal diseases are the first and second leading causes of deaths among children under‐five years of age worldwide. Handwashing has the potential to reduce diarrhoeal disease by almost half and respiratory infections by a quarter. Internally Displaced Persons (IDPs) are especially vulnerable to diarrheal and respiratory diseases, mainly due to overcrowding of settlements and camps and lack of access to WASH facilities. Hygiene programmes delivered in humanitarian crises primarily involve distributing hygiene kits and teaching people about disease transmission. These things are important but are commonly insufficient to lead to behaviour change. Research in non‐emergency settings has shown that the presence of a convenient and desirable handwashing facility may be the factor most likely to determine whether or not people wash their hands. This is particularly relevant to handwashing promotion in IDP camps where it is typically the responsibility of governments or organisations to provide water, sanitation and hygiene (WASH) facilities. Research in non‐emergency settings has also shown that using stories and emotional motivators can be a powerful way of changing behaviour, but to date such approaches have not been tried in emergency settings, where they could potentially have a more substantial impact on disease transmission. Study Aim: To develop and test innovative behaviour change approaches to improve handwashing behaviour among IDPs in Ethiopia. Study objectives: 1. To conduct a cluster randomised pilot study to assess whether the provision of liquid soap makes handwashing more desirable and more likely to be practiced. 2. To conduct a cluster randomised pilot study to assess whether installing mirrors above the handwashing facility makes handwashing more desirable and more likely to be practiced. 3. To conduct a pilot study of the effect of motivational stories on handwashing behaviour. 4. To conduct a pilot study of the effect of educational activities on handwashing behaviour. Methodology: The study will be conducted in IDP settlements in Oromia Region. Zones of the camp will be randomised to either receive one of the interventions or to act as a control. If the intervention is successful, the control arm will receive the intervention also. Households will be informed about the research and provide voluntary consent if they wish to participate. Handwashing behaviour will be assessed through structured observation and socio‐demographic information will be collected through a survey. Focus groups will be conducted to understand people's perceptions about the interventions.
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AB: SUMMARY: The current evidence on handwashing and sanitation programs suggests limited impacts on health when at‐scale interventions have been tested in isolation. However, no published experimental evidence currently exists that tests the interaction effects between sanitation and handwashing. We present the results of two large‐scale, government‐led handwashing and sanitation promotion campaigns in rural Tanzania, with the objective of tracing the causal chain from hygiene and sanitation promotion to changes in child health outcomes and specifically testing for potential interaction effects of combining handwashing and sanitation interventions. METHODS: The study is a factorial cluster‐randomized control trial where 181 rural wards from 10 districts in Tanzania were randomly assigned to receive sanitation promotion, handwashing promotion, both interventions together or neither (control). Interventions were rolled out from February 2009 to June 2011 and the endline survey was conducted from May to November 2012, approximately one year after program completion. The sample was composed of households with children under 5 years old in the two largest villages in each ward. Masking was not possible due to the nature of the intervention, but enumerators played no part in the intervention and were blinded to treatment status. The primary outcome of interest was 7‐day diarrhea prevalence for children under five. Intermediate outcomes of behavior change including improved latrine construction, levels of open defecation and handwashing with soap were also analyzed. Secondary health outcomes included anemia, height‐for‐age and weight‐for‐age of children under 5. An intention‐to‐treat analysis was used to assess the relationship between the interventions and outcomes of interest. FINDINGS: One year after the end of the program, ownership of improved latrines increased from 49.7% to 64.8% (95% CI 57.9%‐71.7%) and regular open defecation decreased from 23.1% to 11.1% (95% CI 3.5%‐18.7%) in sanitation promotion‐only wards. Households in handwashing promotion‐only wards showed marginal improvements in handwashing behavior related to food preparation but not at other critical junctures. There were no detectable interaction effects for the combined intervention. The associated cost‐per‐household gaining access to improved sanitation is estimated to be USD $194. Final effects on child health measured through diarrhea, anemia, stunting and wasting were absent in all treatment groups. INTERPRETATION: Although statistically significant, the changes in intermediate outcomes achieved through each intervention in isolation were not large enough to generate meaningful health impacts. With no observable signs of interaction, the combined intervention produced similar results. The study highlights the importance of focusing on intermediate outcomes of take up and behavior change as a critical first step in large‐scale programs before realizing the changes in health that sanitation and hygiene interventions aim to deliver. TRIAL REGISTRATION: Clinicaltrials.gov NCT01465204.
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AB: Little is known about how the use of supplementary foods in the management of children with moderate acute malnutrition (MAM) is perceived by mothers, as well as the barriers they face while using it in Uganda. This study determined maternal perceptions and barriers experienced during the management of children aged 6 to 23 months diagnosed with MAM using either a malted sorghum‐based porridge (MSBP) or fortified corn soy blend (CSB+) as a supplementary porridge. Twelve focus groups and 48 in‐depth interviews were conducted among purposively sampled mothers a week after completing a 3‐month cluster randomised control trial with the two supplementary porridges for the management of their children with MAM in a rural setting of Arua district. All mothers who participated in the trial were eligible for inclusion. Mothers perceived both supplementary porridges as contributing towards weight gain, reducing the prevalence of illness, improving appetite, a healthy skin and improving active play. Barriers to using the supplementary porridges were a lack of time for feeding children due to household chores, maternal hunger as a result of household food insecurity and a lack of social household and community support. Therefore, maternal barriers should be addressed in an attempt to reap maximum benefits from supplementary food interventions for the management of children with MAM, by sensitising household members to the time required to conduct household chores and measure to address food insecurity.
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AB: INTERVENTION: Community‐based Participatory Nutrition Education (Behavior Change Communication form), Community‐based Management of Acute Malnutrition, and Essential Nutrition Action activity (nutrition counselling) In the intervention area, the CPNE program, the ENA activity and the CMAM program will be conducted concurrently, and in the control area, the ENA activity and the CMAM program will be implemented only. Target children differ by type of intervention. Undernourished children and their caregivers will receive the CPNE program by project staff, the ENA activity will be given to all mothers with children under two years old as much as trained volunteers can visit households, and moderately or severely undernourished children will be admitted to the CMAM program. Besides we attempted to measure differences in child growth such as z‐scores at whole the community level considering all children at 6 to 24 months of age not specifically at individual children level who directly receive interventions. Since the above programs, especially the CPNE program and the ENA activity, are publicly conducted in communities, we wanted to measure the direct and indirect effects of the interventions together. CONDITION: Child undernutrition ; Nutritional, Metabolic, Endocrine PRIMARY OUTCOME: 1. Length‐for‐age; 2. Weight‐for‐age; 3. Weight‐for‐length z scores; 4. Prevalence of stunting, wasting and being underweight; ; Children 6 to 12 months of age are measured by trained anthropometrists from the time of enrollment, at every 3 months, for five times, for their height with locally manufactured measuring boards nearest to 0.1 cm and weight with electronic weighing scales to nearest 0.01 kg. For example, a child whose age is 9 months old at enrollment will be measured at 9, 12, 15, 18, and 21 months old. SECONDARY OUTCOME: Complementary feeding practices such as dietary diversity and feeding frequency, and hand washing practices; ; Mothers will be asked at the same timepoints that the primary outcomes are measured about her feeding and hygienic practices, e.g. how and what she fed child in the last 24 hours, and when she washed her hands by enumerators, through household visits. INCLUSION CRITERIA: Infants 6 to 24 months of age
US: https://www.cochranelibrary.com/central/doi/10.1002/central/CN-01851200/full
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AB: INTERVENTION: CHW Normal Ugandan strategy implementation Implementation of the timed and targeted counseling model for Behavioral change in MNCH CONDITION: ; Pregnancy and Childbirth Pregnancy and Childbirth PRIMARY OUTCOME: 1. Uptake of timely Goal Oriented ANC with a focus on the recommended 4 visits; 2. The recommended hygienic birthing practices; 3. Improved essential new‐born care practices (ENC) during the newborn period; 4. Fostering positive male involvement in Pregnancy and New Born care ; SECONDARY OUTCOME: 5. Appropriate pregnancy weight gain by end of Pregnancy. ; 6. Appropriate birth weight ; ; ; ; INCLUSION CRITERIA: 1. Pregnant Women registered by the CHWs 2. Have stayed in the project sites throughout pregnancy and childbirth 3. For the end of study results, the mother must have either an ANC card with a CHC or have a mother‐child passport
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DOI: 10.1080/03670244.2015.1049344
AB: In Ethiopia many women do not practice appropriate complementary feeding (CF). The Health Belief Model (HBM) asserts that change in behavior is determined after consideration of severity, benefit, and barriers to change. This study examined the effectiveness of 3 months of HBM‐based education compared to the traditional (didactic) method on CF practices of mothers, with no education as control, using three randomized groups. One hundred sixty‐six mother‐infant (6‐18 months) pairs were recruited. At baseline and after intervention, knowledge, perceptions, and practices about CF and related areas were determined. It was only diet diversity that increased significantly in the HBM group (from 3.05+/‐0.94 food groups to 3.79+/‐0.82, p<.05) while the other two groups had no change. Improvements in food groups were most noticeable as legumes & nuts (from 35.6% use to 83.9% in HBM group). Thus, nutrition education about diet diversity improvement needs to be conducted promotes behavior change.
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AB: In Amhara, the median duration of exclusive breastfeeding (4.6 months) is the highest among all the other regions in the country, but complementary feeding indicators lag behind (2% minimum dietary diversity and 34% minimum meal frequency). As a result, A&T's program emphasis will be placed on increasing mothers' knowledge and skills to improve complementary feeding practices without compromising exclusive breastfeeding. Given the short duration of implementation, the goal is to show that it is possible to achieve behavior change related to IYCF through a multi‐sector approach. The purpose of this study is to evaluate whether the Alive & Thrive intervention package, consisting of interpersonal communication, community mobilization activities, and radio campaign, can increase select complementary feeding practices (minimum dietary diversity and minimum meal frequency increased by 10 percentage points) while sustaining exclusive breastfeeding rate among children less than two years of age. A cluster randomized design with repeated cross‐sectional surveys at baseline (2015) and endline (2017) is used to assess impact of the A&T interventions in three western zones of Amhara, Ethiopia. In the three zones, 20 woredas (districts) were randomly assigned as 10 intervention and 10 comparison/control areas. A&T intervention areas are expected to receive intensive IYCF social and behavior change communication activities as well as exposure to a region‐wide radio campaign. In accordance with program objectives, sample sizes for the household survey were estimated to detect changes in the three main impact indicators ‐ sustained exclusive breastfeeding, improved minimum dietary diversity, and improved minimum meal frequency. The estimated household sample sizes are 400 children 0‐5.9 months old for exclusive breastfeeding in the A&T intervention areas only and 1350 children 6‐23.9 months old per study arm for complementary feeding practices, for a total sample size of 3100 children 0‐23.9 months of age. Infant feeding practices will be assessed using before‐ and after‐ intervention‐comparison area group differences between the baseline survey (March‐April 2015) and endline survey (March‐April 2017). In addition, surveys of frontline workers will help document their awareness and knowledge about IYCF, training, supervision, and delivery of interventions to beneficiary households.
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AB: BACKGROUND: Although there is mounting evidence demonstrating beneficial effects of community health workers (CHWs), few studies have examined the impact of CHW programs focused on preventing infectious diseases in children through behavior changes. We assessed the preventive effects of community health volunteers (CHVs), who receive no financial incentive, on child diarrhea and fever prevalence in Ghana. CONCLUSIONS: We found no effect of CHVs' home visits on the prevalence of child diarrhea or fever. However, CHV programs with high community coverage and regular household contacts of effective duration may reduce childhood infectious disease prevalence. TRIAL REGISTRATION: International Standard Randomised Controlled Trial Registry, ISRCTN49236178. METHODS AND FINDINGS: We conducted a cluster‐randomized controlled trial in 40 communities in the Volta Region, Ghana. Twenty communities were randomly allocated to the intervention arm, and 20 to the control arm, using a computer‐generated block randomization list. In the intervention arm, CHVs were deployed in their own community with the key task of conducting home visits for health education and community mobilization. The primary outcomes of the trial were diarrhea and fever prevalence at 6 and 12 months among under‐5 children based on caregivers' recall. Secondary outcomes included oral rehydration treatment and rapid diagnostic testing for malaria among under‐5 children, and family planning practices of caregivers. Generalized estimating equations (GEEs) with a log link and exchangeable correlation matrix were used to determine the relative risk (RR) and 95% confidence intervals (CIs) for diarrhea, fever, and secondary outcomes adjusted for clustering and stratification. Between April 18 and May 4, 2015, 1,956 children were recruited and followed up until September 20, 2016. At 6 and 12 months post‐randomization, 1,660 (85%) and 1,609 (82%) participants, respectively, had outcomes assessed. CHVs' home visits had no statistically significant effect on diarrhea or fever prevalence at either time point. After a follow‐up of 12 months, the prevalence of diarrhea and fever was 7.0% (55/784) and 18.4% (144/784), respectively, in the control communities and 4.5% (37/825) and 14.7% (121/825), respectively, in the intervention communities (12‐month RR adjusted for clustering and stratification: diarrhea, RR 0.73, 95% CI 0.37‐1.45, p = 0.37; fever, RR 0.76, 95% CI 0.51‐1.14, p = 0.20). However, the following were observed: improved hand hygiene practices, increased utilization of insecticide‐treated bed nets, and greater participation in community outreach programs (p‐values < 0.05) in the intervention group. In a post hoc subgroup analysis, the prevalence of diarrhea and fever at 6 months was 3.2% (2/62) and 17.7% (11/62), respectively, in the intervention communities with ≥70% coverage and a ≥30‐minute visit duration, and 14.4% (116/806) and 30.2% (243/806) in the control communities (RR adjusted for clustering, stratification, baseline prevalence, and covariates: diarrhea, RR 0.23, 95% CI 0.09‐0.60, p = 0.003; fever, RR 0.69, 95% CI 0.52‐0.92, p = 0.01). The main limitations were the following: We were unable to investigate the longer‐term effects of CHVs; the trial may have been underpowered to detect small to moderate effects due to the large decline in diarrheal and fever prevalence in both the intervention and control group; and caregivers' practices were based on self‐report, and the possibility of caregivers providing socially desirable responses cannot be excluded.
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AB: BACKGROUND: Although there is mounting evidence demonstrating beneficial effects of community health workers (CHWs), few studies have examined the impact of CHW programs focused on preventing infectious diseases in children through behavior changes. We assessed the preventive effects of community health volunteers (CHVs), who receive no financial incentive, on child diarrhea and fever prevalence in Ghana. METHODS AND FINDINGS: We conducted a cluster‐randomized controlled trial in 40 communities in the Volta Region, Ghana. Twenty communities were randomly allocated to the intervention arm, and 20 to the control arm, using a computer‐generated block randomization list. In the intervention arm, CHVs were deployed in their own community with the key task of conducting home visits for health education and community mobilization. The primary outcomes of the trial were diarrhea and fever prevalence at 6 and 12 months among under‐5 children based on caregivers' recall. Secondary outcomes included oral rehydration treatment and rapid diagnostic testing for malaria among under‐5 children, and family planning practices of caregivers. Generalized estimating equations (GEEs) with a log link and exchangeable correlation matrix were used to determine the relative risk (RR) and 95% confidence intervals (CIs) for diarrhea, fever, and secondary outcomes adjusted for clustering and stratification. Between April 18 and May 4, 2015, 1,956 children were recruited and followed up until September 20, 2016. At 6 and 12 months post‐randomization, 1,660 (85%) and 1,609 (82%) participants, respectively, had outcomes assessed. CHVs' home visits had no statistically significant effect on diarrhea or fever prevalence at either time point. After a follow‐up of 12 months, the prevalence of diarrhea and fever was 7.0% (55/784) and 18.4% (144/784), respectively, in the control communities and 4.5% (37/825) and 14.7% (121/825), respectively, in the intervention communities (12‐month RR adjusted for clustering and stratification: diarrhea, RR 0.73, 95% CI 0.37‐1.45, p = 0.37; fever, RR 0.76, 95% CI 0.51‐1.14, p = 0.20). However, the following were observed: improved hand hygiene practices, increased utilization of insecticide‐treated bed nets, and greater participation in community outreach programs (p‐values < 0.05) in the intervention group. In a post hoc subgroup analysis, the prevalence of diarrhea and fever at 6 months was 3.2% (2/62) and 17.7% (11/62), respectively, in the intervention communities with >/=70% coverage and a >/=30‐minute visit duration, and 14.4% (116/806) and 30.2% (243/806) in the control communities (RR adjusted for clustering, stratification, baseline prevalence, and covariates: diarrhea, RR 0.23, 95% CI 0.09‐0.60, p = 0.003; fever, RR 0.69, 95% CI 0.52‐0.92, p = 0.01). The main limitations were the following: We were unable to investigate the longer‐term effects of CHVs; the trial may have been underpowered to detect small to moderate effects due to the large decline in diarrheal and fever prevalence in both the intervention and control group; and caregivers' practices were based on self‐report, and the possibility of caregivers providing socially desirable responses cannot be excluded. CONCLUSIONS: We found no effect of CHVs' home visits on the prevalence of child diarrhea or fever. However, CHV programs with high community coverage and regular household contacts of effective duration may reduce childhood infectious disease prevalence. TRIAL REGISTRATION: International Standard Randomised Controlled Trial Registry, ISRCTN49236178.
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AB: Background and Rationale: Undernutrition in the first 2 years of life is the largest preventable cause of death before age 5. Among those who survive, stunting before age two leaves millions with lifelong physical and cognitive deficits, which are difficult to compensate for later in life. Pakistan is home to the second largest number of stunted children in South Asia. COVID‐19 is projected to increase the prevalence of child malnutrition by almost 14% in the coming year, the majority of which will be in low‐middle income countries (LMICs) like Pakistan. In the last two decades, there has been a little reduction in the prevalence of child undernutrition in Pakistan compared to other LMICs. With four in ten children under 5 years of age stunted, one in three underweight, and one in five wasted, Pakistan is a priority country for action to improve infant and young child feeding (IYCF) and caring practices. We will identify uncommon but successful (i.e. Positive Deviant ‐PD) IYCF behaviours practiced by local mothers of well‐nourished children from economically disadvantaged homes, and transfer these practices to mothers with undernourished children who are equally disadvantaged in the wider community. Goals: To rehabilitate moderately malnourished children aged 7‐23 months and enable mothers to sustain this healthy growth at home by changing their IYCF practices, child care, hygiene and health‐seeking behaviours. Hypothesis: A higher proportion of children in the intervention compared to the control group will experience an average weight gain of 400g/month in the first 4 months of the intervention. Objectives: 1. Understand local perceptions, experiences, cultural norms around IYCF practices and care, 2. Discover demonstrably successful IYCF behaviours and strategies using local resources, 3. Develop and implement a culturally appropriate and context specific intervention, and 4. Evaluate the intervention. Approaches: This population health research will take place in two rural communities (tehsils) of Rahim Yar Khan District, Punjab, Pakistan. The tehsils will be randomly selected to either control or intervention. A community‐based approach is being used to engage the community in planning, development, implementation and evaluation. Study activities will involve (1) formative research (focus groups and household inquiry/observation) to identify PD IYCF practices, (2) development of a behaviour change intervention informed by the formative research data, (3) delivery of the intervention to mothers and fathers of malnourished children using community sensitization events, print information, and home‐like settings for mothers to learn and practice the new behaviours, and (4) a quasi‐experimental design using focus groups, household surveys, and children's growth patterns to evaluate the intervention. Expertise: Our research team includes Canadian and Pakistani experts in community‐based research, global health, behaviour change, qualitative and quantitative methods, and child nutrition, with a deep understanding of the community's beliefs concerning health and nutrition. Expected Outcomes: The project will strategically position our team to guide efforts in Pakistan to improve undernutrition, with the potential to expand this work to other LMICs where our team is affiliated, such as Afghanistan and Uganda. This proposal is aligned with CIHR's mandate to advance global health research that addresses health inequities in LMICs.
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AB: Home fortification with micronutrient powders (MNP) has been shown to reduce anaemia, with high overall acceptability and adherence, but there is limited evidence from West Africa. Around 80% of children younger than 5 years are anaemic in Mali, and new interventions are needed. This paper reports on the adherence and acceptability of a community‐led MNP intervention targeting children aged 6‐59 months in Southern Mali. The MNP were delivered by a multidisciplinary group of community volunteers using community‐based preschools, cooking demonstrations, and traditional communication networks to promote MNP, nutrition, hygiene, and child stimulation. The MNP were delivered alongside early childhood development interventions and seasonal malaria chemoprevention. Adherence and acceptability were evaluated through two cross‐sectional surveys in 2014 and 2016 and a qualitative evaluation in 2015. Over 80% of parents reported ever having given MNP to their child, with 65% having given MNP for four or more days in the last week. Likely contributors to uptake include: perceived positive changes in the children following MNP use, the selection of a food vehicle that was already commonly given to children (morning porridge or bouillie) and the community driven, decentralized and integrated delivery approach. These findings support recommendations from recent reviews of MNP implementation to use community‐based delivery approaches and behaviour change components.
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AB: BACKGROUND: Forty‐three percent of children under five in low and middle‐income countries (LMICs) experience compromised cognitive and psychosocial development. Early childhood development (ECD) interventions that promote parent‐child psychosocial stimulation and nutrition activities can help remediate early disadvantages in child development and health outcomes, but are difficult to scale. Key questions are: 1) how to maximize the reach and cost‐effectiveness of ECD interventions; 2) what pathways connect interventions to parental behavioral changes and child outcomes; and 3) how to sustain impacts long‐term. METHODS: Msingi Bora ("good foundation" in Swahili) is a multi‐arm cluster randomized controlled trial across 60 villages and 1200 households in rural Western Kenya that tests different, potentially cost‐effective and scalable models to deliver an ECD intervention in biweekly sessions lasting 7 months. The curriculum integrates child psychosocial stimulation with hygiene and nutrition education. The multi‐arm study will test the cost‐effectiveness of two models of delivery: a group‐based model versus a mixed model combining group sessions with personalized home visits. Households in a third study arm will serve as a control group. Each arm will have 20 villages and 400 households with a child aged 6‐24 months at baseline. Primary outcomes are child cognitive and socioemotional development and home stimulation practices. In a 2 × 2 design among the 40 treatment villages, we will also test the role of including fathers in the intervention. We will estimate intention‐to‐treat and local average treatment effects, and examine mediating pathways using Mediation Analysis. One treatment arm will receive quarterly booster visits for 6 months following the end of the sessions. A follow‐up survey 2 years after the end of the main intervention period will examine sustainability of outcomes and any spillover impacts onto younger siblings. Study protocols have been approved by the Maseno Ethics Review Committee (MUERC) in Kenya (00539/18) and by RAND's institutional review board. This study is funded by the National Institute for Child Health and Human Development (R01HD090045). DISCUSSION: Results can provide policymakers with rigorous evidence of how best to design ECD interventions in low‐resource rural settings. TRIAL REGISTRATION: Clinical Trial NCT03548558 registered June 7, 2018 at clinicaltrials.gov; AEA‐RCT registry AEARCTR‐0002913.
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AB: In Ante‐ and post‐natal care, low adherence to recommended health and nutrition strategies during the critical 1,000 day‐window of opportunity is multifactorial, but low‐quality communication is key limitation. Innovative strategies to improve interpersonal communication can reduce the burden and the fatigue of community health workers and may result in a greater change. The findings of this project will support governments and other stakeholders in their delivery of high impact nutrition and health practices. Focused antenatal care (FANC), including iron and folic acid supplementation (IFA) is one of the main strategies to reduce maternal and child deaths. The WHO recommends at least four hospital visits during the pregnancy. Supplementation with IFA during pregnancy improves birth weight and reduces megaloblastic anemia by 79%. The uptake of nutritional and health practices is influenced by complex, contextual determinants at the individual and community levels. Evidence showed that Social and Behavior Change Communication (SBCC) is an effective approach to increase the uptake of key strategies and to sustain behavior change. Ethiopia, a low‐income country in sub‐Saharan Africa, has one of the highest maternal and infant mortality rates. It is estimated that 676 mothers die per 100,000 live births and that 59 infants die per 1,000 live births. Maternal anemia is associated with an increased risk of maternal death. Iron deficiency anemia is a strong risk factor for low birthweight (LBW) and perinatal mortality. genital infections such as bacterial vaginosis, candidiasis and worm infections (such as intestinal hookworm infections) are considered important infections that possibly could confound the study results. Bacterial vaginosis and candidiasis are a known risk factor for preterm birth. these infections are also linked with anemia and maternal nutritional status. Hookworm infections are highly prevalent in Ethiopia and are associated with undernutrition and anemia. The reports of the Ethiopian Demographic and Health Survey showed an increase in women aged 15‐49 years in Ethiopia receiving antenatal care (ANC) from a skilled provider up to 62% in 2016 (EDHS, 2016). The percentage of women taking IFA supplements for 90 days or more remains at a substandard level of only 5% (EDHS, 2016). Antenatal care coverage for at least one visit is 28% but coverage for at least four visits declines to 12%, suggesting systemic barriers that potentially prevent the mothers from returning to the health centers. One of the barriers may be perceived failure of the existing interventions to make a meaningful impact that could stimulate the desired behavioral change. The main objective of this project is to assess the effects of this innovative video‐based health education on reproductive health, and on birth outcomes and the nutritional status of women and their infants from birth to six months of age. PRIMARY OBJECTIVES 1. To assess the effects of video‐based health education package provided to pregnant and lactating women on the knowledge, attitude and practice on recommended health including adherence to ANC visits and to IFA supplementation. 2. To assess the effects of video‐based health education on birth outcomes and anemia status of women during pregnancy, at delivery and six‐month postpartum. This intervention aims to improve adherence to ante‐ and post‐natal care practices and recommendations by the use of our video‐based health education. These videos will be implemented through home‐based counseling by trained assistants, and video‐based forum participation led by community nurses and Health Extension Workers (HEWs). The nutrition‐specific education packages will be based on the WHO‐UNICEF key messages booklet on the community, infant and young child feeding counseling package and will be culturally adjusted to fit the local context and translated into the main four local languages. The videos will also include some hygienic aspects that reduce the risk of both genital and parasitic infections, that are also causing undernutrition, anemia and/or adverse pregnancy outcomes. During the monthly forums, the educational package will be delivered in a video form ‐ locally prepared using multiple approaches like testimony, comedy, dramas in the form of questions and answers, group discussions and deductive approaches (more details can be found on OMPT website https://www.ompt.org/). 3. To evaluate the effect of video‐based health education on early initiation and exclusive breastfeeding (EBF) of infants from 0‐6 months of age In this two‐arm cluster randomized trial, 580 pregnant women in their first trimester (12 weeks of gestation) will be recruited and followed up until delivery and then with their infants for six months postpartum. The intervention will include home to home visit for delivery of healthy nutrition and hygienic messages using prepared video‐based messages. participation in monthly forums will be facilitated by nurses using also videos for demonstration of nutritional and hygienic care and will be delivered at the homes of the participants every month by trained HEW until delivery, in addition to the ANC regular visits. During the monthly forums (six in total during the pregnancy and the post‐partum periods), the messages will all be given as a video show, coordinated by a nurse/ health professional who will further answer any questions. During the postnatal period, two counseling sessions will be organized within the first two weeks after birth, and a further six sessions ( every month) till 6 months postnatally. Data will be collected in pregnant women at baseline, at six and at 9 months of pregnancy . After delivery data will be collected in the pairs mother‐infant within two weeks and at 3 and 6 months postpartum. At the different time points, biological samples will be collected to assess the micronutrient status, the presence of inflammations and the presence of genital and parasitic infections. The HEW will distribute the IFA 30 tablets (30 mg elemental iron and 400 µg of folic acid) every month, and will provide counseling on the importance of‐ and instructions on adherence and other recommendations as detailed earlier. Pregnant women in the control group will receive the standard education package as per the Ethiopian guidelines. In the standard health care, pregnant women receive a minimum of four ANC visits at the health centers during which they also receive IFA supplementation. The control and the intervention groups receive the same amount of tablets (i.e. 30 tablets containing 30 mg elemental iron and 400 µg of folic acid, every month). Monthly IFA utilization will be checked through HEW or our trained service delivery workers during home to home visit. Women who test positive for soil‐transmitted helminth will be treated according to the national protocol starting from the second trimester (treatment is not advised during the first trimester). Women who experience odor, itching or discharge will be treated for candidiasis and bacterial vaginosis.
US: https://www.cochranelibrary.com/central/doi/10.1002/central/CN-02125161/full


Record #50 of 60
ID: CN-01895369
AU: ISRCTN21215509
TI: Improving early childhood development in rural Ghana through scalable low-cost community-run play schemes
SO: https://trialsearch.who.int/Trial2.aspx?TrialID=ISRCTN21215509
YR: 2018
XR: ICTRP ISRCTN21215509
PT: Trial registry record
AB: INTERVENTION: The intervention focuses on unlocking the potential of caregivers, both mothers and teachers, training and empowering them with the knowledge, skills and confidence to run educational Play Schemes in kindergarten classes and provide better care and stimulation at home, using local materials. The intervention will be carried out by Lively Minds, an award‐winning organisation that has been running the programme in rural Ghana (as well as Uganda) for 8 years. The structure of the program is as follows: 1. Kindergarten teachers trained at centralised workshops. There are ten practical and participatory sessions, which cover the importance of education and play, classroom management, how to use and make games, and how to train Mothers. 2. Teachers train 30 Mothers in their community. Training includes two community meetings and nine participatory workshops. It is designed for women who are illiterate and have never been to school. Content includes how to make and play games, child‐friendly teaching, and health practices. The syllabus uses behaviour‐change and play‐based approaches to transform mindsets, gain buy‐in and volunteerism. Teachers are supervised and supported by high performing Kindergarten Teachers from schools with existing Schemes. 3. Play Schemes run. A different group of 7 Mothers come into kindergarten each day of the week for an hour. 6 Mothers teach 30 kindergarten children indoors (1:5 parent child ratio). The remaining children and Mothers participate in outdoor play. The teachers supervise. Children learn by playing with a variety of games that strengthen six different skillsets (counting/numeracy; matching/sorting; imagination and creativity; reading/books; sensory awareness; and physical education). These crosscutting skills develop executive functions, providing the foundation for learning. Teaching uses discovery and play‐based methods, rather than rote method which is the norm in school. 4. Health and hygiene activities are incorporated.Child CONDITION: Childhood cognitive, socio‐emotional, and motor development and hygiene practices. ; Mental and Behavioural Disorders ; Child development PRIMARY OUTCOME: The primary outcome is children’s cognitive and socio‐emotional developmental outcomes. We will measure developmental outcomes of the child, through the use of the International Development and Early Learning Assessment (IDELA) tool, developed by Save the Children. This provides measures of development along 5 core domains; emergent numeracy, emergent literacy, socio‐emotional skills, motor skills, and executive function. The full set of primary outcomes will be measured at two timepoints; baseline ‐ before the start of the intervention (September 2017), and endline ‐ soon after the end of the intervention 10 months later (August 2018). In addition a reduced form of the IDELA will be delivered at midline ‐ the midway point of the intervention (March 2018). SECONDARY OUTCOME: All of the following will be measured at baseline and midline: ; 1. Target children’s health outcomes ‐ we will collect data on the incidence of diarrhoea, fever and respiratory infections using the definitions of the WHO as measures of morbidity. We will also measure arm circumference. ; 2. Developmental outcomes of siblings ‐ we will measure the development of younger siblings through the Caregiver‐Reported Early Development Index (CREDI) short form, and of older siblings through Ravens progressive matrices and tests of basic literacy and numeracy. Child pre‐school attendance and participation in the Play Schemes ‐ the household survey will collect details on target child’s pre‐school attendance.; 3. Maternal knowledge of child stimulation and care practices ‐ we will collect information on the mother’s knowledge of stimulation and care practice, and her beliefs regarding the importance of these for children’s development. To test knowledge, we will rely on a selection of items from the Knowledge of Infant Development (KIDI). ; 4. Psychological well‐being of primary caregivers ‐ We will measure psychological wellbeing outcomes of primary caregivers through the use of two scales: the SRQ‐20 measure of depression and the Rosenberg measure of Self‐esteem.; 5. Enhanced quantity of resources allocated to child within the households ‐ the presence of toys and learning materials in the house will be assessed together with parental involvement with the child, the child’s routines and organisation of the child’s time inside and outside the family house. This will be assessed using the Family Care Indicators, developed by UNICEF.; 6. Target children’s hygiene knowledge ‐ we will construct a hygiene knowledge score based on child’s responses to questions such as what are good times to wash your hands, what material is needed to wash hands and what are reasons for why washing hands is important. ; 7. Pre‐school engagement of primary caregivers ‐ we collect data on the frequency of primary caregivers’ school visits and the extent to which they know the teacher’s name; 8. Teacher wellbeing, teaching practices and knowledge ‐ we will measure outcomes of teachers using an instrument developed in a previous study in Ghana. This includes a variety of measures including teacher presence, practices, burnout and job satisfaction. The SRQ‐20 will also be administered to teachers to assess their mental wellbeing. Given the small sample size of teachers in our study, however, we may not have sufficient power to detect significant impacts on this outcome. ; INCLUSION CRITERIA: There are three kinds of participants in the study; target children, volunteer mothers, and kindergarten teachers. The inclusion criteria are as follows: 1. Children To be part of the intervention, children have to be attending the kindergarten of one of the 40 treatment schools. They can be either male or female. Officially only those aged 4 and 5 are supposed to be attending kindergarten, however in reality there are many children who attend that are not in this age range. Of these total participants, a subset will be chosen to be part of our sample and therefore surveyed. These children are chosen as a random sample of all children meeting the following INCLUSION CRITERIA: 1.1. Aged 3‐5 years as of the start of the school term 11th September 2017 1.2. Reported in July 2017 that they are either currently attending one of the 80 study schools or intend to do so come the start of school term in September 2017 2. Mothers Volunteers in the plac
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AB: INTERVENTION: A cluster randomized controlled trial CONDITION: ; Acute Diarrhea Acute Diarrhea PRIMARY OUTCOME: Study participants randomized to water treatment arm will be given two bottles of waterguard for a total four months (one for each two months) to treat their drinking water continuously for four months and the occurrence and non‐occurrence of the health outcome of interest i.e diarrhea will be checked once every two weeks by interviewing the mother or care giver or guardian of the under‐five child. Diarrhea is defined as the passage of three or more loose or liquid stool by the child in 24 hours or the passage of single bloody loose stool during the 24 hour period. Study participants randomized to handwashing arm will be given two bars of soap once every two weeks for four months and they will be instructed to wash their hands regularly at five critical times; these are handwashing with soap and water before preparing food, before eating, before feeding a child, after defecation and after contact with child feces. Then the occurrence and non‐occurrence of the health outcome of interest i.e diarrhea will be checked once every two weeks by interviewing the mother or care giver or guardian of the under‐five child. Diarrhea is defined as the passage of three or more loose or liquid stool by the child in 24 hours or the passage of single bloody loose stool during the 24 hour period. Similarly, study participants randomized to water treatment arm will be given two bottles of waterguard for a total four months (one for each two months) to treat their drinking water continuously for four months. Similarly, those randomized to handwashing arm will be given two bars of soap once every two weeks for four months and they will be instructed to wash their hands regularly at five critical times; these are handwashing with soap and water before preparing food, before eating, before feeding a child, after defecation and after contact with child feces. Then the occurrence and non‐occurrence of the health outcome of interest i.e diarrhea will be checked once every two weeks by intervi SECONDARY OUTCOME: Behavioral change of handwashing habit and treatment habit of drinking water using WaterGaurd INCLUSION CRITERIA: ? Households having one child aged between 6 and 59 months age [Since, infants less than six months of age are on exclusive breast feeding, their defecation might be more than three per day which is not actually diarrhea, but seems diarrhea as per WHO definition. That is why they are excluded] ? Households having under‐five child who is not suffering from chronic disease ? Householders who are voluntary to participate and who will give informed written consent ? Householders who allow the data collectors and intervention providers to do regular follow up
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AB: Objective: This study asks the research question "Does enabling families (particularly mothers and other caregivers) to 'assess and act' on drivers of malnutrition through a targeted SBC+ package succeed in a sustained reduction of risk factors thereby improving child health and nutrition?" This study aims to implement and measure the effects of a multi‐level multi‐sectoral behavior change information intervention in Agago District of Northern Uganda and determine potential for scale up in a complex environment. Intervention: Through a collaboration between Tufts University, GOAL International, CIMMYT, and Cornell University, GOAL will implement Nutrition Impact and Positive Practice (NIPP) circles as the standard SBC intervention against which the hypotheses will be tested. GOAL will also implement a NIPP+ approach which will integrate additional interventions for water, sanitation, and hygiene (WASH), and use of improved agriculture inputs. These interventions will be measured by outcome indicators measuring aflatoxin exposure, water contamination, and knowledge transferred to action. Design: The study design is a three‐arm cluster randomized controlled superiority design (cRCT) with a 1:1:1 allocation ratio. The study arms will be: Group 1: NIPP arm; Group 2: NIPP+ arm; and Group 3: Non‐intervention control arm. A barrier analysis will be conducted to ensure appropriate targeting and contextualization of the NIPP and NIPP+ approaches prior to implementation. Each intervention arm will receive a 12‐week intervention (NIPP or NIPP+) with active monitoring and longitudinal follow ups post intervention at 2, 6, and 12‐months post‐intervention. The total sample size for the Barrier Analysis will be a maximum of 450 caregivers; for the main intervention, 900 households (300/arm) will be purposely sampled from the randomly selected communities. Respondents for the qualitative portion will be purposely selected. Analysis: This longitudinal study will collect data from all participants at 3 time points: baseline, endline, and sustainability (12‐months post‐intervention). The analysis will utilize Intent‐to‐Treat (ITT) approach using the initial randomization of the treatment arms. Using ITT will allow us to determine the overall impact of having the NIPP vs. NIPP+ vs. control, thus better mimicking real world program implementation and impact. Mixed effects models will be used to determine the role of time‐variant and invariant individual (by gender) household, and community characteristics, as well as measures of exposure and integration on key outcome indicators. A difference‐in‐difference analysis (baseline/endline, baseline/sustainability, endline/sustainability) will also be used to triangulate findings. Sub‐study: a subset of reproductive age women will be purposively selected for enrollment into a validation sub‐study that will examine the level of aflatoxin (AFB1‐lysine concentration) exposure measured in venous blood compared to capillary blood compared to the innovative SAFE‐phone method. This will serve as a validation and calibration sub‐study to gauge the accuracy of the SAFE‐Phone method compared to venous reference.
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AB: Study design This was a pragmatic community randomized trial. A mixed method of data collection was used. Randomization Health centres that offered antenatal and delivery care were eligible for randomization. Sixteen health centres, excluding the main hospitals, were identified and randomly allocated to the intervention (eight health centres) and control (eight health centres) arms of the study. To allow equitable representations from each district, proportionate numbers of health centres were selected from Masindi (ten health centres) and Kiryandongo (six health centres). In the intervention health centres five villages each were randomly selected to participate in the study. In each village one member of the VHT was selected to participate in the study. VHTs were selected on the basis of their active participation in other related projects. Active VHTs were considered appropriate since this was largely a voluntary intervention with minimal financial and material benefits. In both arms pregnant women who were making their first antenatal consultation were eligible to participate in the study regardless of their gravidity status. Those women who presented with twenty eight weeks of amenorrhea or less on palpation qualified for inclusion. The investigators did not develop any criteria for exclusion from the study. Blinding was not necessary since randomization was done at the level of health centres. Pre‐intervention data assessments from routine health management information systems showed that 80% of pregnant women in this region made first antenatal consultations from twenty eight weeks of amenorrhea and more. Also, on average, each village is expected to have 25 deliveries in a year (considering a population of 500 inhabitants). Therefore, for each health centre where five villages were selected, the investigators expected 125 deliveries per year. But, only 80% of them make first antenatal visit within twenty eight weeks (our inclusion criteria) the investigators expected to recruit 100 women per health centre over the entire study period bringing the total to 800 women per arm. Intervention The investigators will use a pragmatic approach to the intervention whereby the investigators considered implementation of the intervention in the normal environment without any modifications of the context, no restriction in selection of study participants as long as they qualified and health staff were allowed to implement the intervention through the normal care delivery of the health centre without creation of parallel structures [23‐25]. However, the investigators developed simple standard operating procedures for all health workers and VHTs to ensure a standardized approach and to help them not to inadvertently forget certain aspects of the intervention. Selected VHTs were trained based on the manual for educational information offered to pregnant women published in the 'mother's passport' and other widely available training materials in Uganda. The mother's passport is a booklet locally designed with pictorials for use at the health facility in the Ugandan context. It elaborates step by step what information is required of a pregnant woman during pregnancy and the care practices for newborn care. Trainers adopted an interactive and participative approach with the aim of developing group facilitation skills among the VHTs. The training lasted for five consecutive days. To maintain enthusiasm among trainees each training‐day lasted between 9.00 am to 2.00 pm. The first day of training was dedicated to the problem of newborn care and why it is important to invest time and efforts in improving the health of newborn babies. On the second day, VHTs were taken through the mother's passport using pictorials and how to conduct an educational session with the families. On the third and fourth days role‐plays were conducted and pre‐test in a real life situation using a field‐based practicum was conducted. On the fifth day, VHTs were initiated into the actual study protocol using a simplified standard operating procedure. This training was done together with the health workers of the selected health centres. The practicum sessions were critiqued by fellow VHTs and improvements suggested. Participant recruitment into intervention and control arms was done passively. Typically, pregnant women were recruited when they were making their first antenatal consultation to the health centre with a gestation age of twenty eight weeks or less and coming from one of the selected villages. After explaining the purpose of the study and a written consent secured, the health worker enrolls her into the program by opening a personal file which includes entry of bio‐data of the woman and her address and other relevant contacts like telephone and village, name of the spouse since many of the women are easier to locate using the name of their spouses and the local council and chairperson of the council. Previous and current obstetric histories are recorded into the personal file. The pregnant woman is issued with a counter‐referral form to be delivered to the responsible VHT. At this stage the health worker notifies the VHT about the consented woman by calling on a post‐paid mobile phone. Upon receiving the telephone notification, the VHT locates the pregnant woman and her family to make an appointment. A suitable date and time is selected and agreed upon between the VHT and the woman. Three home visits are expected, two during the pregnancy and one soon after delivery. The first home visit was conducted soon after the health centre referral and the second is made four weeks after the first. The third visit is scheduled within three days after delivery of the baby. During the first visit the VHT holds discussions about two main topics general care (usefulness of IPT, folic acid, consistent use of bed nets, maternal diet, antenatal consultations and institutionalized delivery); danger signs in pregnancy (Vaginal bleeding, Convulsions, fever, Water loss, Abdominal pains, Severe headaches, Blurred vision, Swelling of limbs, Absent or diminished fetal movement). The second visit required the VHT to discuss about birth preparation (Identifying place of delivery, Identify a skilled birth attendant, Organizing transport, Setting money aside, Planning for emergency, Planning with a family member) and the items needed for delivery (Clean plastic cloth for delivery, Clean dry towel for mother and baby, New razorblade, Clean threads, Pairs of gloves) and how to care for the newborn baby addressing three core areas: cord care, initiation of breast feeding within the first hour after birth, avoiding pre‐lacteal feeds and delayed bathing for at least three days. A dialogue approach, as opposed to top‐down instruction offered by health workers, was considered a superior approach for behavior change. Delivery of intervention‐dialogue session A dialogue session was considered appropriate to deliver the needed information to pregnant women their spouses and other relatives considered important for decision making because it offers a respectful engagement with the families [26]. This required the VHT to make a prior appointment with the woman before making the visits. The dialogue session was meant to mitigate the problem of top‐down directives that are commonly adopted by health workers to deliver educational information for the women to follow without giving them any opportunity to react. The dialogue session adopted a group discussion approach in which the VHT becomes a facilitator of the discussion towards a path of least resistance rather than the provider of knowledge per se. The session is conducted in a manner that it fosters a discussion about some of the issues already outlined in the section on intervention. This dialogue is also premised on the fact that most of this information has already known by the women or delivered by the health worker. Therefore, the dialogue session is meant to reinforce what the women already know and demystify some of the wrong perceptions in the presence of other family members including their spouses. The VHT together with other family members of the woman sit down under a shade in the home of the family he has visited. The VHT is already a known member of the village and needs no introduction. He/she introduces the subject matter and creates an environment for discussion. Usually, the session starts by asking the woman and other members what she learnt from the health centre after which other members of the family are expected to give their views. The VHT used a guide that was offered during the initial training to steer the debate. This guide also helps the VHT to exhaust all the relevant topics meant for each visit. More time and emphasis was placed on topics that were considered most controversial like buying the necessary items needed for delivery, caring for the cord and delayed birthing of the baby. The VHT encouraged all members to participate and ask questions to which he would provide responses. In the event that he does not feel competent to respond, he calls the health worker on a mobile phone and clarity is made. The session was concluded with the VHT making a recap of the discussion and highlighting the important areas for the family's attention.
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AB: Introduction Every year, 287,000 women die during pregnancy or childbirth, and 6.9 million children die before reaching their fifth birthday. Almost all these deaths occur in developing countries where mothers, children and newborns lack access to basic health care. While child mortality rates have declined in recent decades, 19,000 mothers still mourn the loss of a child each and every day ‐ an unthinkable number of heartbreaks. This is especially tragic since most of these deaths could be prevented at a modest cost. On the other hand, majority of maternal and newborn deaths are caused by complications or conditions that could be prevented or more effectively managed through inexpensive, low‐technology measures. Majority of maternal and new born care deaths were followed by unskilled delivery attended at home. A study conducted in Basra about reasons reported by women who delivered at home for preferring home delivery have shown that social support and privacy was the predominant reason given by 98.2% of the women who had home delivery of their present child. Fear of interventions and repeated examinations at hospitals was the concern of 71.9% of the women who preferred home delivery. About 17.5% had an unplanned home delivery as a result of quick labor or the security situation did not allow transfer to hospital. On the other hand, recent evidences illustrated that maternal deaths can be reduced with the posting of midwives (skilled attendant) if they have needed skills, supervision, and back‐up . Evidences obtained from Bangladesh in 2004 suggested that, programme to create a cadre of skilled birth attendants for home births was launched by the Government . Accordingly, task‐shifting seems to have yielded beneficial results and important insights into human resources planning for safe motherhood in the country. Another similar study by Ray AM on the impact of maternal mortality interventions using traditional birth attendants and village midwives showed that village midwives contribute to positive programme outcomes. Though the program has addressed majority of the health problems at grass root level, maternal and child morbidity/ mortality rates of the nation is still one of the highest in the world. This is mainly attributable to the competency level of the rural health extension workers to provide cross‐cutting maternity services on top of the deep rooted cultural, social and economic problems of the rural community. For example, a recent study in Tigray Region of Ethiopia showed that even if the HEWs have contributed substantially to the improvement in women's utilization of family Planning (FP), ANC and HIV testing, their contribution to the improvement in health facility delivery, postnatal check up and use of iodized salt seems insignificant. In addition to doubts in the skill of the rural Health Extension Worker (HEW), they are also expected to discharge several additional roles and responsibilities along with maternity related services. Moreover, they are not able and encouraged to attend skilled birth delivery services to mothers, rather they are expected to identify the problem and refer to next higher level health facility which are inaccessible (geographically, socially, economically...etc) to the rural community. This will definitely impend better utilization of modern maternity services. 2. RESEARCH QUESTIONS ‐ How effective is availing Home based SBA services by CORN in increasing births attended by skilled birth Attendants? ‐ What is the level of acceptability for availing Home based SBA services by the service providers, health service managers and the general community(clients)? Primary Specific Objective ‐ To determine the effect of availing home based SBA services on utilization ‐ To examine the programmatic and socio‐cultural acceptability of home based delivery of SBA services Secondary Objectives The presence of a skilled provider during childbirth and the immediate postpartum/newborn period is the single most critical intervention in saving the lives of women and newborns . The skilled provider can assist in normal deliveries and also manage or stabilize and refer for complications; all of which are critical interventions in reducing maternal and newborn mortality. The proportion of women who delivered with the assistance of a skilled birth attendant is one of the proxy indicators in meeting the fifth MDG. In almost all countries where health professionals attend more than 80% of deliveries, Maternal Mortality Rate (MMR)is below 200 per 100,000 live births [11]. However, birth with skilled attendance was low in Southern Asia (40%) and SSA (47%), the two regions with the greatest number of maternal deaths. Current study findings in Ethiopia shows that skilled delivery service utilization is very low. Only 13% of the women who had a live birth in preceding five years of the 2011 survey were assisted by a skilled health worker and 12% were delivered in health facilities although this represented an improvement from 6.2% in 2000. This rate is in the lowest bound by sub‐Saharan Africa standard. Skilled assistance at delivery estimated to increase at a low pace of 5.6% per annuum and, with this pace, the proportion that will be attended by skilled workers predicted at 21% by 2015. Multivariate analysis suggests rural women, uneducated, and poor were less likely to deliver in health institutions.(13) The major attributable reasons identified are geared towards the level of knowledge about maternity services, cultural influences and low perceived benefit of service utilization. According to a study on trends in maternal health in Ethiopia 2012, Women who did not deliver in health facilities were asked the reasons for not doing so. The Ethiopian Demographic and Health Survey (EDHS) 2011 data revealed that the two outstanding reasons were "not necessary" and "not customary", as reported by 61.4% and 29.6%, of them respectively. These were followed by place too far/lack of transportation (14.4%). Other reasons were reported by a tiny portion of the women. Only very few (2.1%) blamed service cost as a reason for not delivering in health facilities. Notably, the reporting of these reasons follow similar pattern both in the urban and rural areas. Strikingly, about two‐third of the urban women who did not deliver in health facilities said it was not necessary and 17% said it was not customary. Mothers' reply of "not necessary" and "not customary implies the fact that they need someone very closer to be with them. According to the findings of couple of studies in North West and South‐East Ethiopia, (60.9%) of mothers gave brth at home just needing for closer attention by family members, 57.7% said delivering at home is a usual experience, 33.4% said labor was short/urgent, 21.6% said they did not have any problem to go to health facilities, and 14.0% said influence from family members were the reasons for giving birth at home. What is more is, even if the number and distribution of health workers, particularly nurses, in the country has made progressive improvement, the country is still far behind to achieving maternal and child health related MDGs as the health service utilization rate is by far below the minimum set by the WHO which is a paradox to the above achievements. ‐ To determine the effect of the skilled Birth Attendants(CORN) on other RH services utilization. ‐ To describe the effect of the Skilled Birth Attendants (CORN) in strengthening the Ethiopian Rural Health Extension Program. 4. METHODS Study design This study is a two arm (pre‐test, post test) Cluster Randomized Controlled Community Trial that will be conducted in four phases. The two arms are: Therefore, what can we learn at this stage is that a novel, culturally sensitive and socially acceptable strategy that can overcome the shortcomings and limitations of the above facts must have to come in place if the nation is to achieve the MDGs and the health related Growth and transformation plan. May availing SBA services to the community (household) level through the deployment of Community Reproductive Health Nurses (CORN) at Kebele (the smallest village level administrative unit of Ethiopian government system) level be helpful to fill the majority of these gaps overlooked yet? ‐ What are the added advantages of deploying Skilled birth Attendants (CORN) who can provide SBA and other MNH services at household levels in strengthening the health extension program of Ethiopia? ‐ What are the added advantages of deploying Skilled Birth Attendants (CORN) in improving the SBA and other Reproductive Health (RH) services utilization? 3. OBJECTIVE General Objective: To evaluate the effectiveness and acceptability of availing Home based Skilled Birth Attendance (SBA) Services through Community Reproductive Health Nurses (CORN) in rural communities of Ethiopia. Arm one : CORNs based at health center will be trained to provide skilled birth attendance and other RH services on demand at household levels on an outreach bases. Arm two : CORNs will be based and living in the community at health post /kebele/ level to provide SBA services either at the health post or house hold levels. Interventions of the first arm will be tested for effectiveness and acceptability against the baseline finding. A baseline evaluation and formative assessment using qualitative methods will also be conducted to document the situation of health service utilization and socio‐cultural barriers affecting skilled birth attendances at all of the study sites. This will serve as a pretest data for the intervention and control sites. By applying similar techniques and tools, post test data will be collected at the end of the study at all the three arms. The main variable for comparisons in pretest post test data is the coverage of deliveries attended by SBAs in the two arms, be it by CORNS or using the existing facility based service delivery. Data will be collected from health institutions and the community within the study area. The difference between pretest and post test indicators within and between the intervention arms will be measured to the effect of the intervention in changing the SBA service uptake. Study Area and period The study will be conducted in three districts of Gedeo Zone ,Southern Region of Ethiopia with population of density of 650 per Sq. Kms.,. The Region is one of the nine Regions in the country which makes 20% of national population. Gedeo Zone is one of the highly populated areas in Ethiopia and in Africa at large. The Zonal town, Dilla, is located some 365 and 92 Kms away from the national and regional capitals, Addis Ababa and Hawassa respectively. Dilla University is one of the public Universities in Ethiopia situated in the study site. Currently the University has 12 faculties and three Colleges including College of Health Sciences and a Referral Hospital. The maternal health service coverage and utilization of Gedeo zone is one of the lowest in the country (7, 29). This implementation study is expected to take around one and half year as from the time of securing project grant to terminal evaluation and dissemination. In the health institutions (health centers and health posts), the health record data on SBA service coverage (institutional delivery, ANC and PNC) will be checked as the secondary source of information. Primary data in relation to the barriers and facilitating factors will be collected using semi‐structured questionnaire for service providers. In‐depth interviews and focus group discussions will also be conducted, among the service providers, health service managers and the community separately to get insights in to the perceptions, barriers and facilitators of skilled birth attendance services as well as the extent and acceptability of deploying CORN. Sample size and sampling procedure A cluster randomized community trial proposes to assess the effectiveness of deploying CORNs to advance skilled birth attendance (delivery). A previous Demographic and health Survey (DHS) 2011 study showed that proportion of subjects who had an assisted delivery was 4% in rural settings. According to the health sector development plan IV of the country, it has been planned to increase the proportion of assisted delivery from 18.4% to 62% at the end of 2014/15 fiscal year. Hence, a pro‐grammatically similar and important difference of 58% is expected after the deployment of CORNs. Assuming the Level of significance = 5%, Power = 80%, Type of test = two‐sided Based on the above stated assumptions, the initial sample size required per group is 94. To estimate the sample size for a cluster randomized trial, we needed an estimate of the degree of clustering at the practice level, which was available from a previous randomized trial of postnatal care . Using the approach of a previous study, and taking the inter‐practice correlation coefficient to be 0.005 as indicated in that trial, we inflated the sample size by 2.45 times from a non‐cluster randomized trial considering the potential cluster design effect. This yielded an estimated sample size in each group to be 230. Hence total sample size required for the two arm trial is 460. A sample size of 460 households, 230 in each arm, is sufficient to detect a clinically important difference of 58% between groups in assisting delivery by deploying CORN using a two‐tailed z‐test of proportions between two groups with 80% power and a 5% level of significance. This 58% difference represents a 62% assisted delivery by CORNs and 4% assisted delivery without CORN or routine standard of community care. All other secondary outcomes yielded a sample size of much lower than the one stated above. Hence, for the sake of sample adequacy, for the analysis to be carried out for both primary and secondary outcome, the maximum sample size (490) is considered. Study Participants Study participants will be All pregnant women who will give birth at home and health facility (including health post) during the study period. Husbands, grandmothers and health workers ( for the qualitative formative assessment) 2. Phase two : Pre ‐ Implementation Phase Having identified 16 suitable candidates (some will be in the awaiting list, not to be enrolled to the actual intervention) for the training, a four months practice oriented training will be given to them at the University's Referral Hospital and other health facilities (health centers) in the Zone. The Intervention The study will be conducted in four phases. During the first (preparatory) phase, sensitization of relevant stakeholders and recruitment of trainees will be conducted. In the second phase, formative and baseline assessment as well as training of CORNs will take place. In the third phase, which will be actual intervention phase, deployment of CORNs in their respective study site will be done and in the final phase, final evaluation and dissemination of study findings will be done. The intention behind deploying CORNs to the grassroots level is just to give a backup skilled delivery and other Maternal and Neonatal health (MNH) care services to poor rural mothers who have difficult of accessing modern health facilities for various reasons; it has no any intention to promote or encourage home deliveries or replace institutional deliveries. Perhaps it will help to assimilate rural mothers to modern health facilities. The details of the activities for each phase are discussed below. 1. Phase one : Preparatory phase At the very beginning of the intervention, sensitization and orientation workshops will be organized to be held with relevant regional and zonal level health service mangers and other concerned stakeholders on the purpose of the study. After which another workshop will also be organized with experienced and relevant experts at various capacities and responsibilities to finalize the curriculum of trainees as per the predefined core competencies of the intervention. With this developed curriculum, training manual will be prepared and recruitment of candidates sooner commences. Selection of candidates will be done both from the market (Unemployed nurses or midwives) and from health facilities (nurses working at health centers and hospitals , particularly from the maternal and Child Health (MCH) unit). This will be done because of the fact that during scale up of the intervention, the effect of work experience on the quality and success of the program might be an issue of concern. It should be clear that currently in Ethiopia, there is excess number of nurses trained at both government and private colleges. Selection and deployment will not cause and shortage of professionals from work place, rather it will create job opportunities for many nurses graduated but not yet employed. How do CORN Trainees be Selected? The selection of candidates is done by mainly by giving intake exams (both practical and theoretical) to check their favorability to complete the training followed by an oral interview to evaluate the readiness and willingness (attitude) to provide community based services at grass root level on a door to door basis. It will also help to determine the level of candidates' knowledge and clinical skills. This will be done in collaboration with Dilla University and the Southern Regional Health Bureau. After candidates have successfully completed the training acquiring the expected knowledge and skills on major core competencies; another workshop will be organized for sensitization and advocacy of the role of CORN to key influential peoples in the community (political and community leaders, mothers and other concerned bodies). In the mean time, a baseline survey will be conducted to document the coverage of skilled birth attendances and other reproductive health services across each arm of the study. Selection of clusters and study site identification will also be done during this time. The education of a CORN will be of good quality at both pre‐service and in‐service levels with a system for supportive supervision. The education of a CORN will be based on a ''Competency Model''(18). The International Confederation of Midwives (ICM) competency model is currently considered to be the international standard for provision of skilled, safe, professional care to childbearing women and their families. This model forms the conceptual framework upon which the core skills and abilities of a Skilled Birth Attendant is based reflecting essential knowledge, skills and behaviors expected during ante‐partum, intra‐partum, post‐partum and neonatal care. Hence, the training of CORN will include critical components such as practical skills, problem solving, critical thinking and skills in decision making. These components will be thought using a large degree of student centered and facilitation approaches to teaching and learning. Data Collection For the baseline and end line survey (pre and post test), relevant data on: Socio‐demographic characteristics, reproductive history, health seeking behavior, health service utilization, socioeconomic and socio‐cultural factors affecting health service utilization ..etc will be collected using appropriate data collection tools. The tools will be pretested on 5% of study population size in non‐study areas of Gedeo zone. ETHICAL CONSIDERATION Though the proposed formative and intervention studies are non ‐invasive by nature, since the strategy of availing skilled birth attendants at household level is a new initiative, it may have various ethical issues.
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AB: Enteric infections remain a major threat to child health and development in many low and middle‐income countries. Globally, diarrhoeal disease ‐ a key health consequence of enteric infection ‐ is ranked as the fourth leading cause of disability globally, after ischaemic heart disease, lower respiratory tract infections and strokes. Diarrhoeal disease persists as the second leading cause of child deaths in the world, and in sub‐Saharan Africa is the leading cause of child deaths. Public health efforts to address diarrhoeal disease have largely focused on improving access to safe drinking water and sanitation and promoting hand washing with soap to address faecal‐oral routes of transmission. These interventions though may not effectively address all exposure pathways during early life, when young children are most susceptible to infection and the diarrhoeal disease burden is greatest. One potentially important exposure pathway is infant food which recent studies conducted in low income, high burden settings suggest may be highly contaminated and may be amenable to simple behaviour change interventions. The Safe Start trial will evaluate the effect of a novel food hygiene intervention on infant health implemented in low income urban neighbourhoods of Kisumu, Kenya. The intervention is designed to target early childhood exposure to enteric pathogens through contaminated food and was developed through an earlier phase of formative behavioural and microbiological research. The intervention will target infant caregivers and be delivered through the Community Health Volunteer (CHV) health extension system. Four key behaviours will be addressed by the intervention: 1. Safe hand hygiene: handwashing with soap before infant food preparation and feeding 2. Safe food preparation: bringing all infant food to the boil before feeding, including when reheating 3. Safe storage of food: storing all infant food in sealed containers 4. Safe feeding: reserving specific feeding utensils for the infant and keeping these separate and clean A cluster randomized controlled trial (cRCT) design will be used to evaluate the intervention with each CHV catchment area forming one cluster. The outcomes of interest for this study are as follows: (1) the prevalence of enteric infections among infants at 37 weeks of age (primary); (2) the longitudinal prevalence of diarrhoea between 22‐37 weeks of age (primary); and (3) incidence of all‐cause mortality between 22‐37 weeks of age. Infants will be recruited on a rolling basis at 22 weeks of age (+/‐ 1 week), and data and/or samples collected at 3 points: baseline at 22 weeks of age (+/‐ 1 week); midline at 33 weeks of age (+/‐ 1 week); and endline at 37 weeks of age (+/‐ 1 week). Stool samples will be collected at baseline and endline and analysed for 23 genetic sequences indicating the presence of enteric pathogens known to cause childhood diarrhoea in low income, high burden settings.
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AB: The objective of this study is to determine the effect of a very low AF complementary feeding intervention on LAZ using a cluster randomized design (CRT), while promoting a nutritionally adequate diet to all infants between 6‐18 months of age. The hypothesis is that ingestion of AF can reduce infant length and that a reduction of AF exposure will result in improved length for age z‐scores (LAZ). The primary outcome is LAZ, which will be measured at 18 months. The unit of randomization is government‐run health facilities (health centers, dispensaries and hospital, 52 clusters in total) in the Kongwa District. Mothers and infants will be recruited into the trial based on 42 day EPI visit attendance, which has very high (>95%) coverage in Kongwa District. Recruitment of infants will be performed for one complete calendar year capture variability in exposure by season. Critical to casual inference is the intervention's ability to create a contrast of AF consumption between the control and intervention groups, without creating differential macro‐ or micro‐nutrient intake or differences in feeding and care practices that could affect stunting between arms. To reduce the risk of introducing these biases, the investigators designed the intervention to include: 1) education to improve infant feeding and care practices in both arms, and 2) behavior change communication on the use of blended infant porridge flours in both arms. Participants in the intervention group will receive low‐aflatoxin blended infant porridge flour and groundnut flour, made in accordance with Tanzanian food and mycotoxin regulations. Those in the control group will not receive any flour, but will be advised to feed their infants a blend similar in ingredients and ratio to what the intervention group will receive. Both groups will receive a thermos flask to store porridge and a small plastic measuring scoop to measure porridge flour for preparation of the porridge. The sample size was calculated using a one‐sided test of independent sample means, with a standard deviation of 1.2 Z, type I error of 0.05, power of 0.90, design effect of 2.0 and assuming a coefficient of variation of .144 for varying cluster size, based on previous year's data for EPI attendance at 42 days. Given these parameters our total sample size is calculated to be 2,322 (1,161 infants per cluster). Conservatively estimating a 20% loss to follow‐up and infant mortality, the total number of infants is 2,787, or 54 infants recruited per health cluster annually or 4.5 infants per cluster per month. Rounding up, 5 infants per cluster each month will be recruited for a total of 3,120 potential infants, recognizing that in approximately 6 of the health facilities, it is unlikely that all 60 infants because of the size of the population served by the facility. The trial will be conducted in the Kongwa District of Dodoma, Tanzania, where the investigators have performed formative research (Protocol Identification#: 1703007043) and confirmed AF contamination in local foods, primarily groundnuts, and that infants are exposed to aflatoxin. The frequency and level of exposure is similar in range to the West African observational studies. Kongwa District is a good location to perform this study, as exposure is high enough to be suspected of contributing to stunting, but low enough as to not cause aflatoxicosis. NOTE: Data collection was stopped between April 9 and June 8, 2020 due to the SARS‐CoV‐2 outbreak, in accordance with the guidance of the Tanzanian National Institute for Medical Research. The delivery of the intervention continued during this time.
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AB: Linear growth failure (stunting) in childhood is the most prevalent form of undernutrition globally. Diets in rural sub‐Saharan Africa have low dietary diversity and a reliance on white maize, which is high in starch and low in other nutrients. Improving infant and young child feeding (IYCF) during the period of complementary feeding from 6‐24 months of age, including use of daily small‐quantity lipid‐based nutrient supplements (SQ‐LNS), has a modest impact on linear growth. However, despite intensive IYCF interventions, infants often still have nutrient gaps. Furthermore, three key biological barriers (environmental enteric dysfunction, dysbiosis of the gut microbiota, and systemic inflammation) limit nutrient uptake and utilisation. The overarching goal of this trial is to fill key nutrient gaps among infants in rural sub‐Saharan Africa through an improved IYCF intervention using locally available foods that can ultimately be self‐sustaining through agriculture. Addressing intake, uptake and utilization of nutrients in tandem, through use of 'functional foods' could ultimately improve growth and development in young children. CHAIN is an open‐label, individually randomized trial of improved infant and young child feeding (IYCF) versus "IYCF‐plus" among 192 infants enrolled between 5‐6 months of age in Shurugwi district, rural Zimbabwe. Interventions comprise sequential behaviour‐change interventions delivered by village health workers together with food supplements. In the IYCF arm, infants will receive white maize and small‐quantity lipid‐based nutrient supplement (SQ‐LNS) daily from 6 months of age. In the IYCF‐plus arm, infants will receive orange pro‐vitamin A‐biofortified maize, and daily SQ‐LNS, plus additional foods that are nutrient‐rich, culturally acceptable and locally sustainable: NUA‐45 biofortified sugar beans, moringa leaf powder and whole egg powder. For the duration of the trial, these foods will be provided as dried powders, which can be added to infant porridge as point‐of‐use fortificants. Together, these food supplements have the added plausible benefit of improving the microbiota and gut barrier function and reducing intestinal and systemic inflammation. The primary outcome will be the proportion of infants in each trial arm reaching daily energy requirements at 9 months of age (visit window 9‐11 months of age). Secondary outcomes are intake of protein, iron, zinc and folate; height‐for‐age Z score, weight‐for‐age Z‐score, and weight‐for‐height Z‐score; and haemoglobin. Tertiary outcomes are laboratory measures of microbiome composition, environmental enteric dysfunction, inflammation, innate immune function, circulating choline and essential amino acids, and urinary metabolic profile. Two qualitative substudies will explore i) the feasibility and acceptability of the IYCF‐plus intervention; and ii) the influence of migration on household food consumption and production. Trained research nurses will collect baseline data on maternal and infant demographics, nutritional status and household characteristics. Infants will have anthropometry measurements undertaken, and baseline infant stool, urine and blood samples will be collected by the research nurse. All interventions are delivered by trained village health workers, each of whom has an allocated catchment area as part of their regular duties. VHW will provide regular interactive education modules for the IYCF and IYCF‐plus arms, and deliver monthly supplies of food supplements from enrolment until 12 months of infant age. VHW will be overseen by a cadre of intervention nurses, who will provide supportive supervision, conduct spot checks, and hold meetings with the VHWs they supervise to ensure consistency in delivering the trial messages. In this way, the cadre delivering the interventions (VHW, supervised by intervention nurses) will be separated from the cadre measuring the trial outcomes (research nurses), to avoid courtesy bias among participants. At the endline home visit at 9 months of infant age (window: 9‐11 months) a research nurse will collect data by maternal recall on use of the IYCF or IYCF‐plus supplements and on infant dietary intake by multi‐pass 24‐hour dietary recall. Infants will have repeat anthropometry undertaken, and urine, stool and blood samples collected, with point‐of‐care measurement of haemoglobin. A further visit will be undertaken 1 week later in 50% of households to repeat the 24‐hour diet recall. Laboratory analyses will include measures of environmental enteric dysfunction; microbiome composition; innate immune function; systemic inflammation; circulating choline and essential amino acids; and urinary metabolic profile. To explore the feasibility and acceptability of the IYCF‐plus intervention, one qualitative substudy will collect information from study households, the village health workers who support them, and key community stakeholders. Research findings will inform how this intervention can be rolled out at scale. Up to 20 households will be purposively sampled after the baseline survey. In‐depth interviews will be conducted by a trained social scientist when the infant is 7‐9 months old after the households have been introduced to all the nutrients (SQ‐LNS and food powders), focused on household feeding practices and norms, household farming practices and related livelihood strategies, and the acceptability of the new supplements. Attention will also be focused on the influence of gendered norms and social relations on household decision‐making practices in these areas. To identify the influence of migration on household food consumption and production, a second qualitative substudy will enrol up to 30 participating households identified from the baseline questionnaire survey as having at least one family member who has migrated. In addition to exploring the impact of migration on household food consumption and production practices, the in‐depth interviews conducted for this sub‐study aim to investigate possible interactions between migration and household participation in the CHAIN intervention.
US: https://www.cochranelibrary.com/central/doi/10.1002/central/CN-02289486/full


Record #58 of 60
ID: CN-02574723
AU: ISRCTN82018262
TI: Does providing a sealed, washable domestic floor to households in rural Kenya improve health?
SO: https://trialsearch.who.int/Trial2.aspx?TrialID=ISRCTN82018262
YR: 2023
XR: ICTRP ISRCTN82018262
PT: Trial registry record
AB: INTERVENTION: The flooring intervention will involve retrofitting a cement‐stabilised floor that is sealed, washable and durable and that covers the total interior floor space of a household dwelling. The intervention will additionally include a behaviour change component aiming to promote sustained adoption of appropriate domestic hygiene behaviours. The first two activities will be conducted in the intervention arm at month 0, and in the control arm at the end of the study after all data collection is complete: 1. A low‐cost, cement‐stablised floor shall be installed in each room of the dwelling (including the kitchen area) to meet the following requirements: (i) non‐absorbent, durable and smooth; (ii) possess good wear resistance; (iii) acceptable appearance; (iv) be affordable. The proposed structure will consist of a base layer made from compacted cement‐stabilized murram and a final sand and cement mortar finish. All materials required to build the floor will be provided by the study. Floors will be installed by trained masons supervised by the investigators, with the support of additional laborers. Household members will not be expected to contribute to labour or costs of laying floors, but they will need to vacate their dwellings for up to 7 days whilst floors are laid and cured. The logistics around this will be discussed in detail with community leaders, and trial participants, during initial community engagement activities. 2. Group meetings facilitated by the investigators will be held periodically post‐intervention to allow households to provide peer support on routines or challenges relating to living with the new floor and to give space to allow mutually accepted norms and standards around floor cleaning CONDITION: Prevention of enteric infections and tungiasis in children and soil‐transmitted helminthiasis in all ages living in rural Kenya ; Infections and Infestations PRIMARY OUTCOME: ; 1. Enteric infections: Prevalence of enteric infections in children under 5 years old measured using PCR analysis of stool at baseline and 12 months after receiving the floors. Pathogens identified from those observed at baseline using a multipathogen panel on a subset of 100 samples.; 2. Tungiasis infections: Prevalence of tungiasis (detected through clinical examination of hands and feet) in children under 15 years old at baseline and 12 months after receiving the floors.; 3. STH infections: Prevalence of at least one STH infection (hookworm, acsaris and trichuris infections; detected through Kato Katz of stool samples) in all household members 12 months and older at baseline and 12 months after receiving the floors.; INCLUSION CRITERIA: 1. Resident in a household with a child under 5 years of age 2. Dwelling where child under 5 sleeps meet structural criteria (unimproved earthen flooring throughout, structurally sound) 3. All household members willing to temporarily relocate whilst floors are laid SECONDARY OUTCOME: ; 1. Gastrointestinal illness measured using caregiver‐reported symptoms at baseline and 12 months; 2. Severity of acute and chronic tungiasis‐associated pathology in children <15 years assessed using clinical severity scores at baseline and 12 months; 3. Quality of life for children aged 8 to 14 years assessed using the standardised EQ5D‐Y tool at baseline and 12 months; 4. Quality of life in primary caregivers assessed using the standardised EQ5D tool at baseline and 12 months; 5. Prevalence of Ascaris lumbricoides infection in all household members >1 year assessed using Kato Katz at baseline and 12 months; 6. Prevalence of hookworm infection in all household members >1 year assessed using Kato Katz at baseline and 12 months; 7. Prevalence of Trichuris trichiura infection in all household members >1 year assessed using Kato Katz at baseline and 12 months; 8. Contamination of floors with eggs, larvae, pupae and adults of T. penetrans, assessed through entomology soil surveys at 6 months;
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AB: Background: The mental and financial strain linked to unpaid caregiving has been amplified during the COVID‐19 pandemic. In sub‐Saharan Africa, carers of adolescents living with HIV (ALHIV) are critical for maintenance of optimum HIV treatment outcomes. However, the ability of caregivers to provide quality care to ALHIV is undermined by their ability to maintain their own wellbeing due to multiple factors (viz. poverty, stigma, lack of access to social support services) which have been exacerbated by the COVID‐19 pandemic. Economic incentives, such as cash incentives combined with SMS reminders, have been shown to improve wellbeing. However, there is a lack of preliminary evidence on the potential of economic incentives to promote caregiver wellbeing in this setting, particularly in the context of a pandemic. This protocol outlines the design of a parallel‐group pilot randomised trial comparing the feasibility and preliminary effectiveness of an economic incentive package versus a control for improving caregiver wellbeing. Methods: Caregivers of ALHIV will be recruited from public‐sector HIV clinics in the south of the eThekwini municipality, KwaZulu‐Natal, South Africa. Participants will be randomly assigned to one of the following groups: (i) the intervention group (n = 50) will receive three cash payments (of ZAR 350, approximately 23 USD), coupled with a positive wellbeing message over a 3‐month period; (ii) the control group (n = 50) will receive a standard message encouraging linkage to health services. Participants will be interviewed at baseline and at endline (12 weeks) to collect socio‐demographic, food insecurity, health status, mental health (stigma, depressive symptoms) and wellbeing data. The primary outcome measure, caregiver wellbeing, will be measured using the CarerQoL instrument. A qualitative study will be conducted alongside the main trial to understand participant views on participation in the trial and their feedback on study activities. Discussion: This study will provide scientific direction for the design of a larger randomised controlled trial exploring the effects of an economic incentive for improving caregiver wellbeing. The feasibility of conducting study activities and delivering the intervention remotely in the context of a pandemic will also be provided. Trial registration: PACTR202203585402090. Registry name: Pan African Clinical Trials Registry (PACTR); URL: https://pactr.samrc.ac.za/; Registration. date: 24 March 2022 (retrospectively registered); Date first participant enrolled: 03 November 2021
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AB: HIV status and availability of ART have been found to widely influence the desirability and expectations to have children among childbearing women living with HIV (Nieves et al., 2015; Kaida et al., 2011). Up to 85% of the pregnancies within 3 years following ART are often unwanted, often leading to illegal abortions and maternal deaths (Desgrees‐Du‐Lou et al., 2002). Uganda's HIV epidemic has declined over time to about a sero prevalence of 7.2% and this decline has been attributed in part to improved prevention behavior like condom use, reduction in multiple concurrent partnerships and other strategies to prevent unwanted pregnancies. Specifically, HIV prevalence is estimated at 7% among women attending antenatal clinics in Uganda (UN, 2010). Whereas ART availability has improved general health outcomes through viral load suppression and immune reconstitution, there is still a high unmet need for family planning among HIV positive women in Uganda (Snow et al., 2011), where modern contraceptive prevalence is at 33% in the general population despite the widespread promotional messages across the country. This continues to expose HIV positive women to increased risks of unwanted/unplanned pregnancies, perinatal HIV transmission, pregnancy complications, and increased economic burden of care for self and others among others. The high average fertility rate of 5.9 children per woman in Uganda may further complicate the immunity and wellbeing of the already burdened HIV positive women and their families even amongst those already accessing HIV care (Muyindike et al., 2012; Homsy et al., 2009). Supporting HIV positive women to delay or prevent an unwanted pregnancy may improve women's health through family planning choices, regular health reviews, and support. A cohort study that was done in Mbarara amongst HIV‐infected women documented 50% of the enrolled women having no desire for a (another) child during the 4 years since ART initiation, 51% had a serodiscordant partner, with only 45% using effective contraceptive method. Key predictors of contraceptive use were family planning goals within the DYAD. One of the key predictors of effective contraceptive use was male partner involvement and CD4 count. The WHO recommends dual contraception (use of condoms and a hormonal or permanent method) to prevent both HIV transmission and unwanted pregnancies (WHO,2014).This prospective intervention study aims at providing information on whether continuous family planning accessibility and support has a measurable impact on pregnancy intentions and contraceptive usage among postpartum HIV positive mothers delivering at MRRH, SW Uganda. General objective To test the effect of a family planning availability and support intervention on pregnancy intentions and use of effective contraception among recently postpartum women living with HIV who delivered at MRRH. Specific objectives 1. To assess the influence of the intervention on pregnancy intentions among recently postpartum HIV positive mothers delivering at MRRH, SW Uganda one year after the intervention. 2. To assess the impact of the intervention (voucher) on contraceptive uptake among recently postpartum HIV positive mothers delivering at MRRH, SW Uganda 3. To assess the influences of the intervention (SMS +Partner involvement) on contraceptive uptake among recently postpartum HIV positive mothers delivering at MRRH, SW Uganda 4. To identify factors that influence pregnancy intentions and contraceptive use 5. To assess the influence of the intervention on the incidence of unintended pregnancy among recently postpartum HIV positive mothers delivering at MRRH, SW Uganda 6. To explore decision making challenges and perceptions of family planning among HIV positive women. 7. To assess the role of sexual partners on pregnancy intentions and effective contraceptive use Methods This will be a prospective randomized controlled trial of 2 arms. I. The investigators intend to enroll a total of 320 HIV positive women delivering at MRRH. The participants will be equally randomized into the intervention arm (Family planning support) and control group (no family planning support, except the routine counseling following discharge). These women will be followed for 1 year. Their male partners will also voluntarily choose to participate in the study or not. Eligibility will also require access to a mobile phone. II. Intervention group. Following delivery, the participants will be given a voucher to freely access any of the five family planning options of their choice. A voucher will also be given to the spouse/sexual partner due to its identified effect on family planning utilization (Ashraf et al., 2014). Although family planning is already free, there are usually stock outs. The voucher will therefore be an incentive to access the family planning timely (maximum of 1 hour waiting time) and continuously from the study in case of stock outs. These include; condoms (40 condoms), injectables, contraceptive pills, copper IUD and contraceptive implants. The women will be contacted at 6 weeks postpartum for initiation of family planning by a study nurse well trained in specialized family planning care and support for HIV positive women if they have not done so yet. The choice of family planning will be entirely up to the participants. For those women who select oral contraceptive pills, women will be sent daily [adherence support] reminders for the first 4 months, then weekly reminders (via SMS) for the next 4 month and then monthly for the next 4 months. This level of SMS support has been found to have a positive impact on adherence (Haberer et al., 2016). Sexual partners/regular spouses of women in intervention arm will also receive these reminders weekly [but not daily or monthly] throughout the study. The reminders will also be sent monthly if one chooses an injectable contraception [consider whether it's the 2‐month or 3‐month injectable] for the 12 study months. Daily reminders will also be sent for women who choose male or female condoms. Routine reviews on family planning will be done for women in the intervention arm alongside their routine visits at the HIV clinic or post‐natal PMTCT visits. Interviews with study participants will be done at baseline, 6 and 12 months postpartum. The spouses/ sexual partners will be contacted, enrolled and interviewed at baseline, 6 months and at 1 year. III. Control group: These will be counseled on family planning at discharge and enrolled. They will be interviewed at baseline, 6 months and 1 year. Data on reproductive history, HIV/AIDS experience, socio‐sexual relationships, fertility aspirations, use and knowledge of family planning, decision making, and perceptions on Family planning, alcohol use, food security, education, socio‐economic, side effects or undesirable effects, economic and social support will be documented. Natural family planning methods like lactation amenorrhea, withdrawal methods and others have been presented with mixed literature, painting a grim picture on their effectiveness as standalone contraceptive methods especially among HIV positive women. All women are advised to exclusively breast feed for 6 months while on ART (MoH, 2015). Because hormonal contraception inclusive of estrogen interferes with breast milk production among lactating mothers, progestin‐only methods will be recommended to the women. IV. Randomization: Consecutive numbers ranging from 001 to 320 will be computer generated to indicate the 2 main groups into which mothers can be randomly assigned and enrolled. These consecutive numbers will be labeled on top of the opaque envelopes. To be eligible, mothers must be HIV positive, have had a delivery within the last 48 hours, above 18 years of age, anticipating to begin family planning at 6 weeks postpartum, must be mentally stable and qualify for any family planning method available. Once eligibility of a mother is confirmed, they will be invited to participate in the study. The aim of the study and details of the procedures to be involved in the trial, potential side effects and therapeutic benefits will be explained before randomization occurs. Once the mothers consent to participate in the study, a study number will be allocated by the nurse research assistant (who will be recruited to work on the ward/post natal clinic for this study) by taking the next in a series of similar opaque envelopes provided to conceal allocation of groups. These opaque envelopes will be labeled with computer‐generated list of numbers with group allocation (either Intervention group or Control Group) of the mothers randomized in blocks of 20. Nurse research assistants will be blinded to the group allocation until eligibility and study participation is confirmed. The research assistants will also be blinded to hypothesis of the study. A blood sample will be drawn at baseline to confirm the HIV status and or do a CD4 cell count in case it is unknown at the time of enrollment. This will be done to support women enroll for the recommended Option B+ in case the women are not yet lifelong ART]. A different study nurse will be enrolled and trained to specifically collect data from participants. The socio‐demographic data and obstetric characteristics will be documented. Other documented potential covariates of contraceptive use like participant age, primary partner's age, primary partner's HIV status, personal and partner fertility desires, number of children, most recent CD4 cell count, Efavirenz‐containing ART Regimen (due to its association in decreasing levels of hormonal contraception thus recommending dual methods and its teratogenicity concerns‐ although these concerns have been found to be exaggerated), socio‐economic status, body mass index, education level, time on ART . Prior contraceptive use experiences, fertility desire/ pregnancy intentions or aspiration will be measured using the CDC pregnancy Risk Assessment Monitoring System Instrument (Ahluwalia et al., 1999) Data Preparation All data will be cross checked for completeness before entry. Data will be coded and entered independently into the excel sheet and exported into STATA Version 12 for statistical analysis. For each variable, a reference category will be identified. Data Reporting The means will be presented with their standard deviations. Relative risks and odds ratios will be presented with their 95% confidence Intervals. Two‐tailed statistical analysis will be used and statistical significance will be defined at level of p < 0.05. Effective contraception use will be defined as consistent use [both self report and observational chart review from study nurse at the family planning clinic] of a family planning method (including consistent condom use) , including dual contraception (use of condoms and another contraceptive method‐hormonal or permanent) for HIV‐sero discordant couples/partners (for participants who know partner's status). A primary partner will be defined either as a regular spouse, who is also a regular sexual partner or the most recent sexual partner if no main partner is named. These sexual partners will also be enrolled and interviewed at baseline and at 1 year. In case a consented mother ends up with a serious adverse event, the time and indication will be documented and reported. In case a woman changes the contraceptive method, the reasons for the change will also be documented. Data Analysis Plan Data analysis will be by intention‐to‐treat (ITT) consisting of all mothers randomized and thus supposed to be treated (Lesaffre, 2008). Descriptive statistics will be used to describe key characteristics of study participants. Different variables will be explored for normal distribution. Continuous variables will be compared with binary outcomes of contraception effectiveness and pregnancy intentions using a t‐ test. Selected demographic, clinical, post‐natal factors will be compared for differences and similarities in the three groups. Crude relative risks will be derived. Relative risks with 95% confidence Interval (two tailed) will be calculated and used to compare contraception effectiveness and pregnancy intentions in all groups. Factors associated with effective contraception use and pregnancy intentions will be explored using univariate analysis and for results whose p value ≤ 0.10, a multivariate analysis will be done to rule out confounding factors.
US: https://www.cochranelibrary.com/central/doi/10.1002/central/CN-02035415/full
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