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	Project Summary
Describe in concise terms, the hypothesis, objectives, and the relevant background of the project. Also describe concisely the experimental design and research methods for achieving the objectives. This description will serve as a succinct and precise and accurate description of the proposed research is required. This summary must be understandable and interpretable when removed from the main application. (Please keep as brief as possible).


	Principal Investigator(s): Tahmeed Ahmed 


	Research Protocol Title: Effectiveness of a Clinic-Based Responsive Feeding Program

	Total Budget US$: $44,730                    Beginning Date : Jan 01, 07                     Ending Date: Dec 31, 08

	Research Problem: Many children are admitted to the Nutrition Rehabilitation Unit (NRU) at ICDDR,B with severe malnutrition.  Nutritional rehabilitation services are offered to provide food and micronutrients for mothers to feed their children.  Mothers are also advised on feeding and stimulation of their child with a view to sustaining improvements once the child returns home.  However, neglected are behavioural skills such as encouragement of self-feeding and responsive feeding to overcome the child's low food intake.  In an observational study (Moore et al., 2006), we found that lack of self-feeding among children 12 to 24 months of age, children's refusal of food offered by the mother, and low responsiveness of the mother were associated with low intakes.  Encouraging and teaching a more responsive and facilitative style of mother-child feeding is currently not part of hospital, outpatient clinic and community-based nutritional programs.

Objectives: To determine the effectiveness of a brief intervention in improving the responsive feeding practices of mothers of children between 12-36 months who are currently attending the NRU. Effectiveness will be measured through observations of mother and child behaviours during midday feeding at the NRU.  The specific behaviours include:

i.
maternal responsiveness to child's signals, and encouragement of the child to self-feed

ii.
less active forced feeding by mothers

iii.
increased child self-feeding

iv.
children eating more mouthfuls and refusing food less

Hypotheses:  Mothers in the brief intervention are hypothesized to show greater increases in responsiveness and less active forced feeding after the intervention compared to those receiving standard care. Likewise, children in the intervention group are expected to show greater increases in self-feeding and in number of mouthfuls taken, and greater decreases in refusals.

Methodology:  The clinic trial design is a pre-post comparison of mothers and their children who receive a brief responsive feeding intervention with those who receive standard care.  The 7-session intervention for mothers of children 1 to 3 years of age will focus on maternal and child behaviour change concerning responsive complementary feeding.  Behavioural measures will be recorded both before and after the intervention sessions to assess mother’s responsiveness, child refusal and child self-feeding during the meal. Those receiving standard care from the NRU will hear the usual dietary counseling about the food to feed their children.  Both receive the same midday food.
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Description of the Research Project
Hypothesis to be Tested:
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Concisely list in order, the hypothesis to be tested and the Specific Aims of the proposed study. Provide the scientific basis of the hypothesis, critically examining the observations leading to the formulation of the hypothesis.


The general hypothesis is that mothers in the responsive feeding intervention group will demonstrate a change in certain feeding practices as observed during feeding sessions after the brief intervention, which will not be shown by mothers in the standard care group. The specific hypotheses of the study are that:

1.
Mothers in the responsive feeding group will show more positively responsive behaviours, more enouragement of self-feeding on the child's part, and less active forced feeding compared to their pretest levels and compared to mothers receiving standard care.

2.
Children in the responsive program will show more self-feeding behaviours, take more mouthfuls of food and refuse fewer offerings, compared to their pretest levels and compared to children receiving standard care.



Specific Aims:
Describe the specific aims of the proposed study. State the specific parameters, biological functions/ rates/ processes that will be assessed by specific methods.


The aim is to assess the effectiveness of a brief clinic-based responsive feeding intervention in improving the eating patterns of children aged 12-36 months and the feeding behaviours of their mothers. The clinic provides a midday meal to all mothers and children.  However, unlike other nutrition programs, this intervention uses behaviour change strategies to change specific feeding behaviours that were found in a prior study to correlate with intake.  These include mainly maternal responsiveness and child self-feeding.  The strategies are based on Bandura's social learning theory and social support theories.  The control children receive the same meal and care, and their mothers also receive standard dietary counseling concerning the foods needed by the children.  The program has been piloted in a community setting but not in a hospital or clinic.  We hope to telescope the program into 7 days and tailor it to the needs of moderately or severely malnourished children who have recently been rehabilitated and are toward the end of their 3-week stay at the Rehabilitation Unit. 
Background of the Project including Preliminary Observations 



Describe the relevant background of the proposed study. Discuss the previous related works on the subject by citing specific references. Describe logically how the present hypothesis is supported by the relevant background observations including any preliminary results that may be available. Critically analyze available knowledge in the field of the proposed study and discuss the questions and gaps in the knowledge that need to be fulfilled to achieve the proposed goals. Provide scientific validity of the hypothesis on the basis of background information. If there is no sufficient information on the subject, indicate the need to develop new knowledge. Also include the significance and rationale of the proposed work by specifically discussing how these accomplishments will bring benefit to human health in relation to biomedical, social, and environmental perspectives.


 Responsive feeding is now seen as an important component of complementary feeding that must go hand-in-hand with recommended quantities of a balanced diet.  It has appeared in recent WHO guidelines (Dewey, 2003) as well as UNICEF's new framework for child care (Engle & Ricciuti, 1995).  The framework advocates a 3-in-1 approach to child care in which mothers are encouraged to promote health, growth, and mental development in the same activities, such as feeding.  Responsiveness is one of the main ingredients of this approach in that mothers who simultaneously provide care and stimulation according to their child's needs and signals will facilitate physical and mental development together. Responsive feeding, specifically, entails being sensitive to the child's cues of hunger and satiety as well as the child's psychomotor capabilities, and responding appropriately to those cues and capabilities.

   Our first study helped to define the scope of responsive feeding and determine exactly which maternal behaviours were associated with greater food intake (Moore et al., 2006).  It was found that responsive behaviours on the part of the mother and self-feeding by the child were associated with greater food intake.  Active encouragement by the mother was not helpful because it was often controlling, forceful, intrusive and poorly timed.  In the community sample, only one-third of mothers were responsive and most children did not feed themselves despite their psychomotor abilities to do so.

Our timely research in Bangladesh has contributed to a growing recognition that behavioural aspects of feeding may enhance or impede a child's appetite for food.  Nutrition education and supplementation often take child appetite for granted, particularly when the children are malnourished, as they inform mothers about the need to provide certain foods in reasonable quantities (Hendricks et al., 2003; but see also Penny et al., 2005).  However, mothers in Bangladesh reportedly complained that their children refused food and so food was left uneaten (Guldan et al., 1993).  They attributed the refusals to poor appetite. Understandably, mothers might then either prepare less food for subsequent meals or try to force the food into the child by whatever means they know. Only recently have nutritionists along with psychologists become interested in observing how children eat and why they refuse to eat.  This behavioural aspect to child feeding has received recent attention in South Asia by Engle and colleagues who have coined the phrase 'responsive feeding' to characterize the ideal form of mother-child interaction (Engle et al., 2000).  In Viet Nam, Ha and colleagues (2003) used video recordings of mothers feeding their children to code behaviours which they defined as responsive, such as physical help given by the mother, child interest, and mother verbalization.  

Moore, Akhter and Aboud (2006) devised a more coherent and detailed framework based on theories of child development and data from their observational study, conducted in Bangladesh.  Here a particular form of mother-child feeding interaction was observed which provoked high rates of child refusal and opposition to eating. Between 12 and 24 months, children did not use their newly acquired psychomotor skills to feed themselves, and there were low levels of mother responsiveness to child signals, and high levels of mother control (called active in the coding framework). These behaviours were correlated with low food intake, whereas their opposites were correlated with higher intake.  By teaching responsive feeding and focusing on these three behaviours, we hope to improve mother-child interaction during feeding episodes.  This would not only influence child feeding and nutritional status, but also mental and social development of the child which depend largely on responsive stimulation from an adult.  The Nutrition Rehabilitation Unit (NRU) would be an important place to implement and evaluate a clinic-based responsive feeding intervention that might in future be applied in other clinical settings.  

Currently the NRU combines the provision of food, micronutrients and vaccines with counseling on child feeding and health. Children arrive from the acute care ward after their infections have been treated, and spend 2 weeks at the NRU improving their nutritional status before being discharged.  Their mothers learn about offering vegetable and proteins in the form of halwa and khichuri.  Mothers and children are housed for this time in an area adjacent to the clinic and are free to move around.  However, they have regular morning appointments at the clinic where children are weighed and checked.  I am unaware of research evaluating the longer term outcome of these children.  However, the more extensive BINP supplementation program in Bangladesh for under-2 children had disappointing results.  That program combined the provision of food (i.e. a packet of rice and lentil powder, oil and molasses) along with advice to mothers in a group setting.  The under-2 age group was targeted partly because it was assumed that mothers would still be feeding these children solids, in addition to breastmilk, whereas older children would feed themselves. This may be a false assumption. According to our research, children between 12 and 24 months increasingly refuse food fed by their mothers because they want to feed themselves.  Self feeding allows children to eat at their own pace and provides the kind of sensory stimulation that whets the appetite.  Other programs in Bangladesh, such as Plan and BRAC, target mothers of under-3 children by informing them about the health, nutrition, and developmental needs of children.  Our evaluation of one indicated that such programs often change knowledge but not practices (Aboud, in press).  Behaviour change requires additional strategies such as repeated practice, problem solving, and peer support (Ticao & Aboud, 1998).  Consequently, the intervention will focus on delivering a brief responsive feeding program and evaluating its effectiveness in comparison with the regular program.

A community-based pilot study has already been conducted with a small number of mother-child pairs (n=19) to compare pre-post changes and to identify ways to improve on the delivery of the program.  The program differs in a number of ways from the one being developed for the NRU: it was delivered in a slum and a rural setting, each attended by 10 mothers and their babies; the babies were on average stunted (z = -2.31) but not wasted (z = -.84); parenting skills rather than the provision of food was the main reason for the program, and four sessions were given each lasting 60-90 minutes.   Initial findings from the pilot study are encouraging, although they should be interpreted with caution as the numbers were small and there was no control group.  At endline (approximately 7-10 days following completion of the program) observations of a mealtime showed that children ate more mouthfuls of food, had fewer refusals, and engaged in more self-feeding. The changes were as striking if not more so for the children whose mothers initially reported low appetite in the feeding situation.  The observational data were also supported by mothers' reports of behavioural change: mothers talked more during mealtimes, offered a greater variety of foods such as fruit and vegetables, encouraged self-feeding, and washed her child's hands. 

Consequently, the NRU program will have a written manual outlining a set of procedures and counseling based on the essential core of the community manual.  The essentials include: washing the child's hands as a cue to touch the food, having the child face the mother so she can read signals, providing inexpensive and accessible finger foods such as in-season fruit and vegetable (e.g. banana and cooked pumpkin) as an hors d'oeuvre for the child to touch and eat while mothers are counseled on noticing and responding to signals of appetite and psychomotor skills, and finally coaching the mothers on responsive feeding behaviours as their child eats the regular halwa-khichuri meal.  When a problem arises, such as a child who refuses to eat, the counselor will ask other mothers for their suggested solutions to the problem, to encourage peer support and problem solving.  Other topics for discussion include: how to show love by praising and encouraging, how to handle refusals and other indicators of poor appetite, and how to justify new practices to the rest of the family.  Each session includes three parts: at the beginning the responsive behaviour is explained along with its rationale and a connection to what the mothers already know and do; then there is a demonstration and the mothers practice the behaviour with their child; finally there is a discussion of problems encountered and how to solve them.  The behaviours include seeing and interpreting your child's signals, responding to child signals, encouraging self-feeding, and handling refusals.  The manual we have for a community program and for training the implementers will be modified during a pilot run in the NRU.

Research Design and Methods


Describe in detail the methods and procedures that will be used to accomplish the objectives and specific aims of the project. Discuss the alternative methods that are available and justify the use of the method proposed in the study. Justify the scientific validity of the methodological approach (biomedical, social, or environmental) as an investigation tool to achieve the specific aims. Discuss the limitations and difficulties of the proposed procedures and sufficiently justify the use of them. Discuss the ethical issues related to biomedical and social research for employing special procedures, such as invasive procedures in sick children, use of isotopes or any other hazardous materials, or social questionnaires relating to individual privacy. Point out safety procedures to be observed for protection of individuals during any situations or materials that may be injurious to human health. The methodology section should be sufficiently descriptive to allow the reviewers to make valid and unambiguous assessment of the project.  

Study Design  

This is a cluster randomized field trial in which the randomized unit is the 2-month patient group.  This is necessary because of limited space and the need to minimize contamination across groups.  For every 4-month block, the two 2-month periods will be randomly assigned as a block to either intervention or control.  All mother-child pairs arriving during that period will be assigned accordingly. The two programs will be paired this way to control for season. Whether or not this yields comparable nutritional and demographic groups will be assessed statistically with baseline data and covaried if necessary.  Children in the two groups will be matched for age category (12-18 mo., 18-24, 24-36), sex, and nutritional status category (weight for height <80%, 80-89.9, 90+).  Baseline observation feeding measures will be taken on the day prior to the intervention; similar measures will be taken immediately after the intervention, and a follow-up approximately 3 months later when the child returns to the Nutrition Follow-up Unit's clinic (NFU) for another evaluation or most likely at the child's home.

Contamination is potentially a problem so we will try to minimize overlap and contact between the two groups during their stay.  It will hopefully be reduced somewhat by doing the intervention in 2-month clusters.  There will be a 1-2 week time-out period between the two clusters to make sure that all children from one group have been discharged before the next group is enrolled.  Mother-child pairs entering the Unit during this time-out phase will receive care but not be part of the research. We might also try to measure contamination by asking mothers if they interact with (e.g. watch, talk to) other mother-child pairs about/during feeding and have heard about responsive and self-feeding.  The worst that happens is that the intervention group receives a practiced-based intervention and the control group hears about responsive practices from the intervention mothers.  Still we would predict better results from the former.  

Study Population and Sample

Children aged 12 to 36 months and their mothers, who are admitted to the NRU, will be invited to participate and assigned to the intervention or control group corresponding to that 2-month period. Exclusion criteria are if the child is too weak or under-developed to sit independently or sick with diarrhea or fever (most have their illness resolved before attending this unit).  Those who decline to participate will be asked if their child's health and nutrition information can be obtained from the charts to compare with participants.  In any one week, there may be 2 to 4 eligible children. Sample size estimation is based on previous data on the number of mouthfuls accepted by children during a meal where the standard deviations were approximately 10.0. Setting alpha = .05 one-tailed and power = .80, increased by a factor of 1.5 to account for clustering, an n of 100  for each group will be required to detect a mean difference of half a standard deviation on mouthfuls. The sample size is also powered to detect a half standard deviation difference in weight-for height at 3 months' follow-up. This means that the responsive feeding sample will include 100 mother-child pairs and the same number of mother-child pairs will constitute the control sample. With an average of 3 children enrolled each week, this will take 24 months.  

Study Intervention  

The intervention group will receive 7 responsive feeding sessions in place of the standard counseling given by the health assistant.  The two mother behaviours we promote are responding to child signals and encouraging the child to self-feed; forced feeding should decline on its own if the others are successful.  A manual will be developed to follow some of the practices employed in the community-based intervention: washing the child's hands before eating, having the child face the mother rather than both facing the health worker, letting the child touch and eat pieces of fruit and vegetable, identifying signals from her child about appetite and satiety, responding to these signals in a timely and appropriate manner, encouraging the child to self feed the meal, praising her child for his/her signals and appetite. Each session includes three parts: at the beginning the targeted behaviour is explained along with its rationale and a connection to what the mothers already know and do; then there is a demonstration and the mothers practice the targeted behaviour with their child; finally there is a discussion of problems encountered and how to solve them (see Appendix A).  There is no specific order to the sessions so mother-child participants may start the sessions at any time. The health assistants will be taught the new form of counseling, so that they will be able to implement both regular and responsive strategies switching half way through the study; this avoids confounding of treatment with assistant but ensures the treatments will be distinct and faithful.  The new form of counseling makes greater use of coaching and rehearsal to change behaviour of mother and child, peer support in terms of using other mothers and children as models of the target behaviour, and problem solving to consider several solutions for each problem as it arises during the meal.  These combine relevant behaviour change principles from theories that apply to this context (see Glanz, Rimer & Lewis, 2002).  The same food will be provided to both groups; vegetables are part of the standard diet but fruit will be a new item.

The regular program at the NRU will also have a manual to follow.  Mothers learn about offering vegetable and proteins in the form of halwa and khichuri.  As in the intervention, health assistants talk to mothers about their particular child and problems in feeding, but they do not encourage self- or responsive feeding.

Measurement 

1.
Sociodemographic & Feeding Information  (See Appendix B for baseline mother interview)

Mothers will be asked for the usual sociodemographic information, including the number of household assets, which is a widely used measure of socio-economic status and part of the Bangladesh Demographic and Health Survey.    Current health problems, nutritional information such as breastfeeding, and child age and sex will be taken from the clinic charts.  

2.
Mother & Child Behaviour

The mother and child will be observed during complementary feeding, for a period of up to 30 minutes. They will do this privately before or after the group feeding session or in a separate place.  The research observer will record all mother and child behaviours by hand and/or use the checklist, depending on inter-rater reliability data from a pilot study (see description later).  Sequences of mother-child and child-mother actions indicate, among others, whether the mother is active or responsive, and whether the child is active and self-feeding.  The three critical behaviours highlighted in the intervention and analysis are self-feeding, responsive and active feeding, because these were previously found to be correlated with child intake.  The detailed coding framework outlined in our recent paper will be used to code mother and child behaviour (Moore et al., 2006).  Each unit of behaviour is coded, i.e. the smallest meaningful utterance or action.  There is not necessarily a specific behavioural indicator for codes such as responsive, as long as the behaviour is in response to the partner.  Because the child is always doing something, such as looking, dozing, or touching, the mother can respond to a child signal.  Force feeding, however, is clearly an indicator for the Active-negative code in that children rarely signal the desire to be force fed. And child refusals are most often coded as Responsive-negative, because the child is not taking the food offered by the mother.  Mouthfuls are usually taken by the child during one of the coded behaviours, but a coded behaviour does not necessarily result in a mouthful.  So mouthfuls will be either extracted from the observation record, as done previously, or on a checklist it will be noted whenever attached to another code.  Self-feeding as a code may be initiated by the child (active) or be in response to the mother's request (responsive) so it will be doubled coded. Frequencies of each type of responsive, active or self-feeding behaviour can then be calculated, along with mouthfuls.  Coding responsive mother behaviours is not new in psychology research (e.g., Isabella, 1993); our contribution here is to apply it to complementary feeding.  Research assistants will be trained before the study to observe and record the behaviours using both forms of recording: full transcripts and checklists. Interrater reliability will be assessed using the kappa coefficient in comparison with an expert's record after viewing a video.  If the checklist reaches reliability comparable to the high level of record-then-code method, we will use the former.

3.
Child’s nutritional status

Recordings of weight, height and age, using procedures common at the Centre, will be taken from the medical charts. EpiInfo will be used for the calculation of weight-for-age and weight-for-height z-scores using CDC international standards.  Although the study is adequately powered to detect a mean difference of .5 SD (weight for height) it is unlikely that an expected mean difference of this magnitude will be observed, therefore the primary outcome is behavioural.

Procedure and Conduct of the Study

Pilot Study

In order to tailor the responsive feeding program to this special group of children, a 4-week pilot study will be conducted with all the children above 12 months who attend the NRU outpatient clinic.  The pilot study will also allow us to determine how many eligible children would be available in a one-month period, how many mothers would agree to participate, and how many return to the Follow-up Unit 3 months later. We will also have to decide on logistics: if we cannot separate newcomers for Day 1 to 5 to receive health counseling until stabilized, then everyone will have to participate in the ongoing counseling from Day 1 to 14.  This option is described below in the Trial Study.  We would also like to do video and audio recording of 20 children during feeding to compare with two other observational methods that we wish to use during the study proper.  The two others are a full record of all mother and child behaviours observed by a research assistant, and a checklist of key mother and child behaviours.  Inter-rater reliability kappa scores will be derived in order to decide which method is best. Two health assistants will be trained to deliver the program.  Research assistants will be trained to observe and write the whole record and use the checklist. Mothers will be explained the study and asked to sign the consent form. Those who do will be given the special 7-day responsive feeding instruction before and during the midday meal or standard care, with observations conducted on the day before and a day or two after.  During this pilot, we will get feedback from the mothers on the feasibility of practicing the responsive behaviours at home.  According to our pilot community study in a Dhaka slum, most mothers said it was feasible and that they could overcome family barriers by explaining the new feeding behaviours.  If a large portion of mothers at the NRU work outside the home or are not responsible for feeding their children, then it would not be feasible and we would stop the study.  Likewise if most of the children are lethargic, cannot sit independently, or under-developed for their age, we would stop the study.

In order to establish the reliability of the two observational methods of data collection, mothers and children who have given their permission will be video recorded during the feeding episode.  The purpose of the video is scientific, to gauge whether our research assistants can record fully and in a checklist all the relevant mother and child behaviours, which will then be coded.  We believe they are well trained to do this, but reviewers of scientific papers require empirical proof that commonplace and subtle behaviours are reliably recorded.  Ha et al (2003) in VietNam used video to collect mother-child behaviour data for analysis of feeding behaviour, thereby setting the scientific standard.  The coding scheme that we will use is more detailed than that of Ha and colleagues and therefore the risk of missed data is even greater.  There is the risk that videoing might alter the behaviour of the participants, however Ha and colleagues reported that it did not have a significant impact on maternal or child behaviour. However, our intention is to train a group of colleagues at the Centre who can be considered experts at the coding scheme in light of their reliability.  The ethical issues of using video are addressed under Ethical Assurances section.

Trial Study

At least four health assistants (HA) at the Nutrition Rehabilitation Unit will be trained on the responsive feeding manual to deliver 7 sessions of the intervention program.  They will deliver the intervention or regular program during 2-month blocks (HA and block will be covariates in the analysis).  For the first half of the study, two HAs will deliver the regular and the other two the Responsive training; then they will switch. HAs will receive a week-long course before starting each to make sure they do not mix the two.  Mother-child dyads come to the NRU, after spending 1 week on the general ward for infection. They spend 12-14 days in the NRU along with approximately 14 others.

This is how patients will move through the procedure: 

Recruitment & intake. On Day 1 of the child's second week (first week at the NRU), another member of the team who assesses the children's health will recruit mothers and describe the program to seek their consent to participate in data collection.  Those who do not participate in data collection will still be allowed to attend the sessions. At intake, demographic and feeding information will be obtained from the mother. The child's weight and height will be recorded.  We may ask for permission to get illness and weight information from her child's medical record rather than make her repeat the information.

The following description is based on the possibility that there will be only one room for counseling. It means that all dyads will receive regular or responsive counseling for their full stay, possibly 14 days. We will pretest on Day 2 when all children, regular and intervention, will possibly have low scores (if there is a separate room for newcomers to receive health counseling for Day 1 - 4 then pretesting will be on Day 4 or 5).  The post-test will take place on Day 10.  Most will probably participate in an additional 2 to 4 counseling sessions, and so number of sessions will be covaried in the follow-up analysis.

Pre-Intervention Observation.  On Day 2, with the child stabilized at the NRU, research assistants will record feeding behavioural data during observations of the individual mother-child pair (not in a group).  

Responsive or Regular Counseling sessions.  On Days 3, 4, 5, 6, 7, 8, 9 all the mother-child pairs present at that time will receive the midday meal counseling.  It will be either responsive or regular, depending on the 2-month period. 

Post-test Observation. On Day 10, the research assistant will observe and record behaviours of the mother and child during a private midday meal as in the pre-intervention observation.  Weight and height will be taken from the medical chart of Day 14 before the child leaves (or Day 12 or 13 in order to keep it consistent across all patients).

Day 1.  Recruitment

Day 2.  Pretest observation of feeding

Day 3 to Day 9 counselling in regular or responsive feeding.

Day 10.  Post-test observation of feeding

Day 11 to discharge, probably day 14.  Participate in current counseling. 

Follow-up will be conducted at the child's home 3 months later. The child's weight, height and mother's reports of recent illness and a 24-hour food recall for the child will be taken. If feasible, the visit will be timed to coincide with the child's midday meal in order to do another observation.

Bias and Quality Control

The research assistants who do pre- and post-test observations will not be present when the 7-day intervention or standard counseling is given.  Thus, she/he will be blind to the condition. The research assistants will come from the Public Health Sciences and Health Systems Divisions in order to ensure that they are blind to the intervention being delivered by the Nutrition program assistants.  They will be told simply that we are observing feeding practices at the NRU. They will work only during the midday meal. In addition, a research supervisor will observe and record behaviours one day a month to ensure that the outcomes are accurately recorded.  An independent observer will weekly observe a session to determine whether the program is being implemented faithfully and whether there is any contamination by the implementing health assistant.

Sample Size Calculation and Outcome Variable(s)


Sample size estimation is based on previous data on the number of mouthfuls accepted by children during a meal where the standard deviations were approximately 10.0. Setting alpha = .05 one-tailed and power = .80, increased by a factor of 1.5 to account for clustering, an n of 100  for each group will be required to detect a mean difference of half a standard deviation on mouthfuls. The sample size is also powered to detect a half standard deviation difference in weight-for height at 3 months' follow-up. This means that the responsive feeding sample will include 100 mother-child pairs and the same number of mother-child pairs will constitute the control sample.  The outcome variabl is number of mouthfuls eaten by the child.
Facilities Available

Describe the availability of physical facilities at the place where the study will be carried out. For clinical and laboratory-based studies, indicate the provision of hospital and other types of patient’s care facilities and adequate laboratory support. Point out the laboratory facilities and major equipment that will be required for the study. For field studies, describe the field area including its size, population, and means of communications.  


The Nutrition Rehabilitation Unit's facility will be the location for implementing the responsive feeding intervention and all data collection except 3-month follow-up.  The mothers will be interviewed separately and privately. Children will be weighed and length or height taken as usual. Observations of the mother and child during the midday meal will take place in the NRU room. This is also where the health assistant will deliver her message about responsive feeding.  The data records will be kept in a locked file cabinet in the CSD, outside of the NRU.  Videos taken during the pilot phase will be viewed for coding in order to determine inter-rater reliability and for resolving inter-rater discrepancies.  They will also be used to train new research assistants in the full record or checklist data recording format.  Videos will be kept in a locked file cabinet.  No extra facilities, other than what is normally provided by the NRU clinic, are required.  
Data Safety Monitoring Plan (DSMP)


All clinical investigations (biomedical and behavioural intervention research protocols) should include the Data and Safety Monitoring Plan (DSMP) to provide the overall framework for the research protocol’s data and safety monitoring. It is not necessary that the DSMP covers all possible aspects of each elements. When designing an appropriate DSMP, the following should be kept in mind.

a) All investigations require monitoring;

b) The benefits of the investigation should outweigh the risks;

c) The monitoring plan should commensurate with risk; and

d) Monitoring should be with the size and complexity of the investigation.

Safety monitoring is defined as any process during clinical trails that involves the review of accumulated outcome data for groups of patients to determine if any treatment procedure practised should be altered or not.


All collected data wil be kept in a locked file cabinet.  The data will be entered by people other than those involved in data collection in order to keep it independent.  The data will be analyzed by Drs Jose Correa or Dr Robert Platt who are statistical consultants not attached to the project.  A member of the CSD will be asked to monitor the nutrition sessions to make sure they are properly conducted and check the feeding observations.  The only risk to the participants is that children do not eat and do not gain weight with the regular or responsive program.  A member of the CSD will examine weights of children at discharge to determine if those in either program are losing weight.  In this case the program will be stopped.
Data Analysis


Describe plans for data analysis. Indicate whether data will be analyzed by the investigators themselves or by other professionals. Specify what statistical software packages will be used and if the study is blinded, when the code will be opened. For clinical trials, indicate if interim data analysis will be required to monitor further progress of the study. 

Behaviours will be coded using the previously developed coding scheme (Moore et al., 2006; or see Appendix BC) which covers mother and child behaviours in 3 categories, each with a positive and negative pole: self-feeding, responsive, active.  The negative pole is for behaviours that are aversive or intrusive.  For example, positive self-feeding on the part of the child includes putting food in one's mouth, whereas negative self-feeding is picking up food and throwing it. Responsive behaviours are in response to the partner's signals or behaviours: positive if they are in direct response and are reciprocal or mutual, whereas negative if they run counter to feeding.  Positively active behaviours include encouragement, whereas negatively active behaviours include force feeding. In addition, the number of mouthfuls of food taken in by the child will be similarly analyzed.  If a checklist is used instead of a continuous record of behaviours, then coding may not be necessary because all behaviours will have been tallied under their specific codes.

Frequencies of behaviours and number of mouthfuls will then be analyzed using an analysis of covariance where differences between intervention and standard groups are examined, covarying pre-session frequencies and other covariates such as child's age, mother's education and family assets.  The PROC MIXED procedure will be used to include fixed and random effects of program and 2-monthly cluster assignment.  The same will be done for child's z-scores for weight for length and weight for age. 

If there is a group difference in weight z-scores at follow-up, then a mediational analysis will be run to determine which behaviours contributed to gains in height and weight by noting whether the relation between Program and Weight drops when a mediator is covaried.

Ethical Assurance for Protection of Human Rights


Describe in the space provided the justifications for conducting this research in human subjects. If the study needs observations on sick individuals, provide sufficient reasons for using them. Indicate how subject’s rights are protected and if there is any benefit or risk to each subject of the study.


Informed consent will be obtained at the time of recruiting mothers and children.  It will be made clear that using the Unit's services is not tied to participation in the research, and that the research is intended to evaluate the nutrition rehabilitation program not the mothers. The research assistants will explain the purpose of the study and the procedures to be followed.  There are no risks associated with participating in the study.  The benefits of participating in the groups are not known.  Participants will not get paid.  It will be explained to participants that they are free to withdraw from the research at any point, without giving a reason.  Withdrawing from the research will not jeopardize their participation in these sessions or any future services offered by ICDDR,B.  All mothers will be informed that their participation in the research, or refusal, will not either positively or negatively affect their use of the Centre or clinic.  Codes will be used to identify participants and documents matching name to number will be kept in a locked drawer.  During the pilot phase, mothers will be asked for their consent to video them feeding their child with complementary foods.  Again, it will be made clear to the mothers that their consent to video is entirely voluntary and they can participate in the meal and the research without being videoed.  The purpose of the video will be explained to the mothers and they will be informed that the video material will be stored in a locked cabinet.  The purpose of the video is to determine whether the records written by the research assistants match those of an expert behavioural scientist.  Consequently the videos will be observed and coded by an expert to obtain inter-rater reliabilities.  Subsequently, they will be observed by the research assistants in order to resolve expert-assistant discrepancies. 
Use of Animals


Describe in the space provided the type and species of animals that will be used in the study. Justify with reasons the use of particular animal species in the experiment and the compliance of the animal ethical guidelines for conducting the proposed procedures.


N/A
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Dissemination and Use of Findings


Describe explicitly the plans for disseminating the accomplished results. Describe what type of publication is anticipated: working papers, internal (institutional) publication, international publications, international conferences and agencies, workshops etc. Mention if the project is linked to the Government of the People’s Republic of Bangladesh through a training programme.


If successful, the Manual for Responsive Feeding will be disseminated to hospitals and clinics who offer nutrition rehabilitation services in Bangladesh.  They will be offered training of key personnel using the NRU as a demonstration site.  As many organizations as possible will be informed through the Centre's local publications.  The research will be presented at international conferences and published in international journals regardless of the success of the program.
Collaborative Arrangements

Describe briefly if this study involves any scientific, administrative, fiscal, or programmatic arrangements with other national or international organizations or individuals. Indicate the nature and extent of collaboration and include a letter of agreement between the applicant or his/her organization and the collaborating organization. 

The study will be conducted within the Centre. The only collaboration is with McGill University who is providing funding for the pilot study to Professor Frances Aboud.
Biography of the Investigators 

Give biographical data in the following table for key personnel including the Principal Investigator. Use a photocopy of this page for each investigator.

(Note: Biography of the external Investigators may, however, be submitted in the format as convenient to them)

1    Name: Dr. Tahmeed Ahmed
2    Present Position: Head, Nutrition Programme and Scientist, CSD, ICDDR,B
PhD University of Tsukuba, Japan; Training in Pediatrics, University of Tsukuba Hospital, Japan; Training in Pediatrics, Dhaka Shishu (Children's) Hospital; MBBS, University of Dhaka
3    Educational background:
 

       (last degree and diploma & training

        relevant to the present research proposal)

4.0 List of ongoing research protocols  

       (start and end dates; and percentage of time)

4.1. As Principal Investigator

	Protocol Number
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	End date
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	5
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5   Publications 
	Types of publications
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	20

	d. Letters, editorials, annotations, and abstracts in peer-reviewed journals  
	2

	e. Working papers
	     

	f. Monographs
	2


6    Five recent publications including publications relevant to the present research protocol
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2    Present Position: Professor of Psychology at McGill University, Canada; Scientist at ICDDR,B on part-time secondment from McGill.
PhD Psychology McGill University, Canada
3    Educational background:
 

       (last degree and diploma & training
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4.0 List of ongoing research protocols  

       (start and end dates; and percentage of time)
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5   Publications 
	Types of publications
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	g. Original scientific papers in peer-review journals 
	42

	h.   Peer reviewed articles and book chapters 
	32

	i. Papers in conference proceedings
	0

	j. Letters, editorials, annotations, and abstracts in peer-reviewed journals 
	0

	k. Working papers
	10

	l. Monographs
	2


6    Five recent publications including publications relevant to the present research protocol

        1)
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Appendices

Appendix 1: Voluntary Consent Form

International Centre for Diarrhoeal Disease Research, Bangladesh

Voluntary Consent Form

Title of the Research Protocol: Effectiveness of a clinic-based responsive feeding program
Principal Investigator: Dr Tahmeed Ahmed
Before recruiting into the study, the study subject must be informed about the objectives, procedures, and potential benefits and risks involved in the study. Details of all procedures must be provided including their risks, utility, duration, frequencies, and severity. All questions of the subject must be answered to his/ her satisfaction, indicating that the participation is purely voluntary. For children, consents must be obtained from their parents or legal guardians. The subject must indicate his/ her acceptance of participation by signing or thumb printing on this form.

We want to see how effective and helpful is the nutrition program offered in this clinic. We will ask you some questions about people in your household and about your child; that will take about 5 minutes. We will also like to take weight and height and illness information from your child's chart.  In the following days, you will receive counseling about feeding your child.  On the day before and sometime after the counseling sessions, we would like to observe and record how he/she eats.  Three months after you've left the Unit, we will want to come to your home and observe your child eating there.  We are asking if you would like to participate and help us assess the effectiveness of the program.  You will not receive any money for participating in our study. Your participation and cooperation is entirely voluntary; it is your decision whether or not to answer our questions and let us observe your child eating. Even if you choose not to  take part in the interview and feeding observation, you can still do everything else at this clinic as you have been up till now – see the doctor and receive food. Also you have the right not to answer any questions you do not want to and you can withdraw from the study at any time, without giving a reason. Your decision to participate in the research will not in any way affect your use of the clinic's current or future services.

There is no risk to you or your child if you decide to participate.  Nothing harmful will come from it. The clinic hopes you will benefit from the program, and we hope that the findings from the interviews and observations will help mothers who join after you. But we cannot say at this point if the service will give you or your child any immediate benefit.

During the interviews and mealtime observations we will write down some notes about what we see you and your child doing during feeding. You can fully rely on us to keep confidential your identity and the information you provide. The papers containing the information will remain with us at ICDDR,B in a locked cabinet and no one except the people involved with this research and the Ethical Review Committee of ICDDR,B will be able to see the information.  However, we would like to inform you that disclosure of such information is subject to the laws of the country.  

[Pilot mothers only. We are also asking some mothers if they would allow us to film when they feed their children solid foods. We will NOT film during breastfeeding. The purpose of the filming is to show our supervisor the films; this way she can check that we have written down all the important information and that our note taking is accurate. The films will also stay with us at ICDDR,B in a locked cabinet and will only be shown to people who are involved in the study and the Ethical Review Committee of ICDDR,B.  If you disagree with the filming but agree to the interviews and observations, then we will respect your decision and do only the latter. If you have any question you can ask us without hesitation. I am ready to answer all your questions.  If I am unable to answer your question then you can contact Dr. Md Iqbal Hossain, Head of the Nutrition Rehabilitation and Follow-up Unit at ICDDR,B, Mohakhali, Dhaka, personally or over telephone at the following number: 8860523-32, Extension: 2351.]

Do you have any questions?
Yes – Answer questions,   No  -  Go to next question.

Do you agree that you and your child will participate in the interviews?  


No -  Thank you. Leave.


Yes –  Ask to interview the mother now.

If yes, Do you agree that you and your child will be filmed?


No – Then no filming will be done – only the interviews.


Yes – Thank you.  You are free to change your mind if you find the filming disruptive.

The interviewer will complete this section:

This consent form was read to her and all the questions have been answered and she has agreed to give an interview herself and let her child participate.  Date: ______

Signature of the interviewer: _______________________________  Code: __  __  __

Signature or thumbprint of mother __________________________


Agreed to filming: Signature or thumbprint of mother _________________________

 
   

_____________________________                                                      _________________________

   Signature of Investigator/ or Agents                                                       Signature of Subject/ Guardian 

Date:                                                                                                  Date:     
International Centre for Diarrhoeal Disease Research, Bangladesh

Voluntary Consent Form

†gŠwLK ev wjwLZ m¤§wZcÎ (Trial form will not include video material)
wk‡ivbvg: wK¬wbK wfwËK mvov AbyK‚j cywóKvh©µ‡gi Kvh©KvixZv g~j¨vqb 

cÖavb M‡el‡Ki bvg t Wvt Zvn&wg` Avn&‡g`

Avgiv GK M‡elYv KiwQ hvi D‡Ïk¨ GB cywóKvh©µ‡gi mnvqKf‚wgKv I Kvh©KvixZv wbY©q Kiv|  Avgiv Avcbv‡K Avcbvi cwiev‡ii m`m¨ I wkï m¤ú‡K©  wKQy cÖkœ Kie, hvi R‡b¨ 5 wgwb‡Ui g‡Zv mgq jvM‡e|   Avgiv Avcbvi wkïi PvU© †`‡L Zvi IRb, D”PZv Ges Amy¯’Zv m¤ú‡K© Rvb‡ev | cieZ©x w`b¸‡jv‡Z Avcbv‡K Avgiv wkïi Lvevi m¤ú‡K© wKQy Dc‡`k ‡`‡ev| ‡h Kqw`b Avgiv Dc‡`k ‡`‡ev, Zvi Av‡M I c‡i, Avcbvi wkï †Kgbfv‡e Lvevi Lv‡”Q Avgiv †mUv ch©‡e¶Y Ki‡ev Ges wj‡L ivL‡ev| wZb gvm ci Avgiv GKevi Avcbvi evmvq ‡h‡q Zvi Lvevi mg‡q ch©‡e¶Y Ki‡ev| Avgiv GB Kvh©µ‡gi Kvh©KvixZv m¤ú‡K© hvPvB Ki‡Z Avcbv‡K wKQy cÖkœ wRÁvmv Ki‡ev Ges mvnvh¨ ‡b‡ev| GB M‡elYvq AskMÖn†bi Rb¨ Avcbv‡K †Kvb UvKv-cqmv ‡`qv n‡e bv| Avcbvi AskMªnb Ges mn‡hvwMZv Kiv ev bv Kiv m¤úyb©B Avcbvi B”Qvaxb| Avgv†`i cÖ‡kœi DËi †`qv ev bv †`qv, Ges Avcbvi wkï†K Lvevi mgq ch©‡e¶Y Ki‡Z †`qv ev bv †`qv Gme wm×vš— m¤úy©bB Avcbvi|  Avcwb hw` GB mv¶vrKvi MÖnb Ges Lvevi ch©‡e¶Y cQ›` bvI K‡ib, Zvn‡jI Avcwb GB wK¬wb‡Ki my‡hvM myweav, Wv³vi †`Lv‡bv Ges Lvevi cvIqv Av‡Mi gZB cv‡eb| †Kvb cÖ‡kœi DËi w`‡Z bv PvB‡j bv †`Iqvi m¤ú~Y© AwaKviI Avcbvi Av‡Q, Ges †h‡Kvb mgq †Kvb Kvib `k©v‡bv QvovB Avcwb GB M‡elYvq AskMÖnY †_‡K Ae¨vnwZ wb‡Z cv‡ib|  GB wK¬wb‡Ki Øviv eZ©gvb Ges fwel¨†Z Avcwb †h †mev cvb ev cv‡eb, GB M‡elYvq AskMÖn‡Yi e¨vcv‡i Avcbvi †h †Kvb wm×vš—B Zvi Dc‡i †Kvb cÖfve †dj‡e bv|

GB M‡elYvq AskMÖnY Ki‡j Avcbvi Ges Avcbvi wkïi †Kvb SzuwK bvB Ges †Kvb ¶wZI n‡e bv|  Avgiv g‡b Kwi GB M‡elYvq Ask wb‡j Avcbvi I wkïi DcKvi n‡e, Ges Avgiv Avkv Kwi Avcbvi mv¶vrKvi I ch©‡e¶Y †_‡K cvIqv Z_¨ Avcbvi c‡i AskMÖnYKvix gv‡q‡`i mvnvh¨ Ki‡e|  wKš‘ Avgiv GLbB ej‡Z cvwi bv †h GB †mevi gva¨‡g Avcbvi wkï Zvr¶wbK fv‡e DcK…Z n‡e|

GB mv¶vrKvi Ges Lvevi ch©‡e¶Y Kivi mg‡q Avgiv Avcbvi Ges Avcbvi wkï‡K ch©‡e¶Y K†i wKQy Z_¨ wjwce× Ki‡ev| Avcwb Avgv‡`i Dci m¤ú~Y© Av¯’v ivL‡Z cv‡ib †h Avcbvi cwiPq Ges Avcbvi †`qv Z_¨ †Mvcb ivLv n‡e|  †h mKj KvMRc‡Î Z_¨¸‡jv _vK‡e †m¸‡jv Avgv‡`i mv‡_ AvBwmwWwWAvi, we-†Z Zvjve× Ae¯’vq ivLv n‡e Ges GB M‡elYvi mv‡_ RwoZ e¨w³ Ges AvBwmwWwWAvi, we-i Gw_Kvj wiwfD KwgwU Qvov Ab¨ †KD Zv †`L‡Z cvi‡e bv| Z‡e Avgiv Avcbv‡K G-I Rvwb‡q ivL‡Z PvB †h, Gme Z_¨ cÖKvk Kiv ev bv Kiv m¤ú~Y©fv‡e †`‡k cÖPwjZ AvB‡bi Ici wbf©i K‡i|

[ïay gvÎ Pilot mothers]   Avgiv wKQy msL¨K gv‡K cÖ¯—ve ‡`‡ev Zviv hLb Zv‡`i wkï‡`i k³ Lvevi LvIqv‡e ZLb Zv‡`i I wkï‡`i wKQy msL¨K Qwe †Zvjvi Rb¨ | Z‡e Avgiv ey‡Ki `ya LvIqvevi mgq Qwe Zzj‡ev bv| GB Qwe ¸‡jv Avgiv Avgv‡`i mycvifvBRvi‡K †`Lv‡ev, hv‡Z Zviv eyS‡Z cv†ib †h Avgiv wjwLZ AvKv‡i †h mg¯— ¸i“Z¡c~Y© Z_¨ G†bwQ Zv mwVK wK bv| Qwe¸‡jv AvBwmwWwWAvi, we-†Z Zvjve× Ae¯’vq ivLv n‡e Ges GB M‡elYvi mv‡_ RwoZ e¨w³iv Ges AvBwmwWwWAvi, we-i bxwZwba©vib KwgwU Qvov Ab¨ †KD Zv †`L‡Z cvi‡e bv| hw` Avcwb Qwe †Zvjvi e¨vcv‡i Am¤§wZ Rvbvb, wKš‘ mv¶vrKvi Ges ch©‡e¶†Y m¤§wZ †`b, †m‡¶‡Î Avgiv Avcbvi wm×vš—‡K m¤§vb Rvbv‡ev Ges ïaygvÎ Avcbvi AbygwZ cÖvß KvR¸‡jvB Ki‡ev| hw` Avcbvi †Kvb cÖkœ _v‡K Z‡e webvwØavq Avgv‡`i Kv‡Q Zv Rvb‡Z cv‡ib| Avwg Avcbvi mKj cÖ‡kœi DËi w`‡Z cÖ¯‘Z AvwQ| Avwg hw` ‡Kvb cÖ‡kœi Reve w`‡Z bv cvwi A_ev Avcbvi hw` M‡elYvi e¨vcv‡i Ab¨ †Kvb cÖkœ _v‡K Z‡e Avcwb e¨w³MZfv‡e wbgœewY©Z wVKvbvq †hvMv‡hvM Ki‡Z cv‡ib: Wvt †gvt BKevj †nv‡mb,  (AvBwmwWwWAviwei cywó c~Y©evmb †K‡›`ªi cÖavb), gnvLvjx, XvKv; A_ev GB b¤^‡i †dvb Ki‡Z cv‡ib: 8860523 †_‡K 32 ch©š—, G·‡Ubkb:2351|

Avcbvi †Kvb cÖkœ Av‡Q wK? 
n¨v - (cÖ‡kœi DËi w`b),  bv - (c‡ii cÖ‡kœ P‡j hvb) 

Avcwb Ges Avcbvi mš—vb wK mv¶vrKv‡i AskMÖnY Ki‡Z m¤§Z Av‡Qb?

b v - ab¨ev`|  (¯’vb Z¨vM Ki“b)

n¨vu - gvi mv¶vrKvi †bIqv ïi“ Ki“b|

nu¨v n‡j - Avcwb Avcbvi I Avcbvi wkïi wfwWI Ki‡Z w`‡Z ivRx Av‡Qb wK?


bv - Zvn‡j wfwWI Kiv n‡e bv, ïay mv¶vrKvi MÖnb K‡ib|


nu¨v - ab¨ev`, Avcwb wfwWI Kiv Amyweav g‡b Ki‡j hLb Lywk gZ cvëv‡Z cv‡ib|


mv¶vrKvi MÖnYKvix GB Ask c~iY Ki‡eb

GB m¤§wZ cÎ Zv‡K c‡o †kvbv‡bv n‡q‡Q I mKj cÖ‡kœi DËi †`qv n‡q‡Q Ges wZwb mv¶vrKvi w`‡Z I Zvi mš—v‡bi AskMÖn‡Yi wel‡q m¤§wZ w`‡q‡Qb|

ZvwiL ------------------------

mv¶vrKvi MÖnbKvixi ¯^v¶i -------------------------- †KvW ---------------

gv‡qi ¯^v¶i/e„×v½y‡ji Qvc --------------------------- 

wfwWI Ki‡Z w`‡Z ivRx n‡q‡Qb t gv‡qi ¯^v¶i ev e„×v½y‡ji Qvc --------------------

Appendix 2: Comments of External Reviewers

Comments are followed by Responses

Reviewer #2

This proposal examines whether a clinic-based feeding intervention promotes "responsive feeding" among 12-36 month old children admitted to the Nutrition Recovery Unit. The applicants are proposing a trial of two feeding interventions (regular and responsive), designed as a cluster randomized trial administered in 2-month blocks. Within each 4-month period, the 2-month blocks will be randomized into regular or responsive. There are many strengths to the application, including the introduction of responsive feeding into a nutritional intervention. However, there are several issues the authors might consider to strengthen the application.

1.
The study is powered to examine changes in the number of "mouthfuls accepted". Yet, the measure of mouthfuls is not straight forward. The applicant reports that mouthfuls will either be extracted from the observation record or from a checklist. The data analysis plan does not mention mouthfuls. The diagram (page 13) suggests that the outcome is weight z-score, rather than the outcomes listed under the Objectives and hypotheses (page 6).

2.
The applicant reports that the sample size is also powered to detect half a standard deviation in weight at 3 months follow-up, but no details are provided and it is not clear whether it is weight gained, weight-for-age z-score, weight-for-lenght z-score.

3.
The intervention is not well described. There are four reponsive feeding sessions, implemented through a manualized procedure, but there are few details beyond washing the child's hands, having the mother and child face one mother, letting the child touch fruits and vegetables, and helping the other identify the child's signals. It is not clear what happens during the regular intervention. Will it also have a manual? The same health assistants will be implementing both the regular and responsive sessions, raising the possibility of contamination. The authors mention a brief retraining session, but the only safeguard to ensure that the interventions are different is a monthly observation. More intensive strategies are recommended to ensure intervention fidelity. 

4.
The application refers to the responsive feeding intervention as a "new" intervention. "New" is not description and therefore lacks clarity. Some mothers may already be using responsive strategies. Recommendation is for more descriptive terminology.

5.
The recommendation to enhance self-feeding may be developmentally appropriate, but it is not clear whether the recommendation is culturally appropriate. As children are learning to eat, there is often a multi-utensil time when both the child and caregiver have utensils. Is a society in which feeding is often done using the right head, are there data on culturally accepted patterns for children? Are developmental guidelines incorporated into the intervention?

6.
The feeding evaluation is scheduled to be up to one hour. Feeding in this age range rarely lasts beyond 25 minutes. It is not clear why the authors are allowing one hour.

7.
The coding system is confusing. The applicant reports that research assistants will be trained in comparison with an expert's record. Who is the expert? Are there data on developmentally, culturally appropriate feeding among Bangladeshi children?


a.
There are 6 major criteria listed in the Behavioural Coding Scheme (Appendix B), but the application focuses on active and responsive feeding for mothers and active and self feeding for the child (see Mother & Child Behaviour, page 11) and in the Analysis section, 3 categories are mentioned (self-feeding, responsive feeding, and active feeding). 


b.
If self-feeding is a goal of responsive feeding, it is not clear how the two differ.


c.
If a child puts food into her mouth, is it Self Feeding, Responsive Feeding or Active Feeding?  The definitions are not clear. Are mouthfuls coded under all three? Why are mouthfuls (the major outcome) coded under Extra codes?


d.
How would disengagement be coded?


e.
The author reports that force feeding is clearly an indicator for the Active-negative code because children do not signal the desire to be force fed. Yet mothers who force feed often do so in response to child refusal behaviors or perceptions that their child is not eating. Since force feeding may be contingent on maternal perceptions of child behaviour, is it responsive, yet negative?


f.
The authors mention other observational methods (page 11), but provide no details.

8.
If the goal is to integrate responsive feeding and nutrition, why is there not an assessment of intake at the 3-month follow-up?

9.
Is is customary to enroll families into studies with no compensation for their time?

10.
There are a number of details that remain under consideration (e.g. type of observational method vs checklist). The authors do not provide criteria to determine how they will decide the appropriate method to use. The application would be strengthened by decisions regarding methodological components of the study.

Reviewer #1:  

The study proposes a fairly simple and straightforward intervention for mothers and their infants who have been severely malnourished.   The literature review and justification for the study was well documented and appropriate.  The intervention attempts to increase, during a short amount of time, two maternal behaviors and related child behaviors that should ultimately facilitate the child’s food intake.  Importantly, the project is intended as an evaluation of the effectiveness of the intervention without requiring improved nutritional status as an outcome.  This is critical given that they must first assure the effectiveness and efficiency of their intervention before they could expect to see nutritional outcome results.

The questions that arise from the research protocol are primarily related to research design.  

First of all, more information about the actual NRU would have been helpful.  For example, how many people are at the NRU at one time?  How long do people typically stay?  From my understanding, it seemed as if the intervention would occur during the mother’s last week in the unit but this was not entirely clear.   This becomes important when trying to follow the trial phase of the study:  while it seemed as if the pre-intervention and post-intervention observation would be done individually, the counseling sessions appear to be conducted in groups.  It would seem, based on my understanding of the NRU, that there might be groups of people, eating together, who would receive the counseling on more than 4 occasions.  The trial phase suggests that there are 4 days of counseling sessions, in a group, and that all mother-child pairs present at the meal would receive the counseling.  Without further clarification, this suggests to me that some dyads might receive more than 4 sessions.  

There is also some concern regarding the research assistants.  I understand that these RAs will only be present collecting data at pre and post intervention sessions, which is appropriate.  However, it was then mentioned that they would be housed on different floors, and trained from multiple groups and it became unclear who these RAs would be, and what other responsibilities they would have.  Their presence in the building suggests that these assistants may not be blind to study goals.  

Related to this issue is the role of the Health Assistant.  It appears that these individuals (also several) would be trained to conduct the counseling sessions.  However, it appears that the HAs will be responsible for both types of training sessions which could lead to confounding and contamination.  The use of the same individuals to administer both treatments is not recommended.  

The two treatment protocols: standard and responsive feeding should be specified.  It was unclear what either consisted of and the discussion of the manual as well as the varied practices included in community based interventions: hand-washing, face-to-face seating, and other behaviors were not clearly linked to one or the other.  The role of the manual needs to be specified as does how these sessions will actually occur.  The fact that there was “no specific order of sessions” needs to be modified.  In general, more specific details are needed for the content of the interventions, who will administer them and the procedure.  

While the description of the behaviors to be coded was quite appropriate (and the behavioral anchors very helpful), the actual coding scheme requires specification.  It is unclear whether the behaviors were to be coded continuously (on a scale) or categorically, and whether the coding would use time-sampling, event sampling, or some combination.  All of the data collected, procedures and coding need to be specified.

The discussion of the pilot study, and the other forms of coding was hard to follow.  While video-taping a small number of subjects for reliability of coding procedures is desirable, having so many different possible coding schemes is not recommended.  

Data analysis was somewhat difficult to review based on the lack of information of the actual variables (coding) but in theory seemed adequate.  The authors discuss 3 categories of child behaviors but have 6 categories in the Appendix.  Need to clarify the additional 3.  Comments and Responses are included here.

Reviewer:  #1 This was a very good review, identifying some oversights in procedure. Responses are added at the end of each paragraph.

[The study proposes a fairly simple and straightforward intervention for mothers and their infants who have been severely malnourished.   The literature review and justification for the study was well documented and appropriate.  The intervention attempts to increase, during a short amount of time, two maternal behaviors and related child behaviors that should ultimately facilitate the child’s food intake.  Importantly, the project is intended as an evaluation of the effectiveness of the intervention without requiring improved nutritional status as an outcome.  This is critical given that they must first assure the effectiveness and efficiency of their intervention before they could expect to see nutritional outcome results.]

The questions that arise from the research protocol are primarily related to research design.  

1. First of all, more information about the actual NRU would have been helpful.  For example, how many people are at the NRU at one time?  How long do people typically stay?  From my understanding, it seemed as if the intervention would occur during the mother’s last week in the unit but this was not entirely clear.   This becomes important when trying to follow the trial phase of the study:  while it seemed as if the pre-intervention and post-intervention observation would be done individually, the counseling sessions appear to be conducted in groups.  It would seem, based on my understanding of the NRU, that there might be groups of people, eating together, who would receive the counseling on more than 4 occasions.  The trial phase suggests that there are 4 days of counseling sessions, in a group, and that all mother-child pairs present at the meal would receive the counseling.  Without further clarification, this suggests to me that some dyads might receive more than 4 sessions. 

Response.  Thank you for requesting this clarification as it was not fully considered in the protocol.  There may be approximately 14 children at the NRU at one time, 6 of whom may be participating (or 3 new ones per week).  They typically stay for 14 days, so the intervention straddles their first and second week.  It is correct that all dyads would receive more than 4 days of counseling; they would be present in the room where counseling is given every day at mealtime from Day 6 to 14.  From Day 1 to 4 dyads newly arriving at the NRU must be fed earlier or in a separate room for the first 4 days, until they stabilize and undergo their pre-intervention observation.  On these days, they will receive counseling on child health and stimulation.  This has been changed in the Trial Study section of the protocol.

2. There is also some concern regarding the research assistants.  I understand that these RAs will only be present collecting data at pre and post intervention sessions, which is appropriate.  However, it was then mentioned that they would be housed on different floors, and trained from multiple groups and it became unclear who these RAs would be, and what other responsibilities they would have.  Their presence in the building suggests that these assistants may not be blind to study goals. 

Response.  The research assistants will probably come from the Public Health Sciences and Health Systems Divisions in order to ensure that they are blind to the intervention being delivered by the Nutrition program assistants.  They will be told simply that we are observing feeding practices at the NRU.  This was clarified in the section on Bias and Quality Control.

3. Related to this issue is the role of the Health Assistant.  It appears that these individuals (also several) would be trained to conduct the counseling sessions.  However, it appears that the HAs will be responsible for both types of training sessions which could lead to confounding and contamination.  The use of the same individuals to administer both treatments is not recommended. 

Response. If a health assistant gives only one treatment, then treatment is confounded by assistant.  I think we have to have all assistants do both treatments.  We will ask others' opinions on this issue. 

4. The two treatment protocols: standard and responsive feeding should be specified.  It was unclear what either consisted of and the discussion of the manual as well as the varied practices included in community based interventions: hand-washing, face-to-face seating, and other behaviors were not clearly linked to one or the other.  The role of the manual needs to be specified as does how these sessions will actually occur.  The fact that there was “no specific order of sessions” needs to be modified.  In general, more specific details are needed for the content of the interventions, who will administer them and the procedure.

Response.  More information on the sessions has been added to the last para of the Background and to the section on Study Intervention.  Because dyads are entering the group almost every day of the week, we cannot have an order.

5. While the description of the behaviors to be coded was quite appropriate (and the behavioral anchors very helpful), the actual coding scheme requires specification.  It is unclear whether the behaviors were to be coded continuously (on a scale) or categorically, and whether the coding would use time-sampling, event sampling, or some combination.  All of the data collected, procedures and coding need to be specified.

Response.  There is no time-sampling or event sampling.  Every time one of the behaviour categories occurs, it will be coded and then the frequency summed for the whole meal. This is specified in the Data Analysis section.

6. The discussion of the pilot study, and the other forms of coding was hard to follow.  While video-taping a small number of subjects for reliability of coding procedures is desirable, having so many different possible coding schemes is not recommended. 

Response.  We need to check all the methods before running the trial.  The pilot study can last 8 weeks if necessary and the methodologies for data collection can be tried with a sample separate from the pilot intervention if necessary. 

7. Data analysis was somewhat difficult to review based on the lack of information of the actual variables (coding) but in theory seemed adequate.  The authors discuss 3 categories of child behaviors but have 6 categories in the Appendix.  Need to clarify the additional 3.

Response.  This is similar to 7a below. Please see that answer.  

Reviewer #2

I appreciate this reviewer's comments.  Most are easily incorporated into the protocol.  Some concerning the coding of mother and child behaviours (which are active and which responsive; cultural and developmental constraints) will be discussed during a one-week consensus conference at ICDDR,B in late February.  There are two camps; we will have to come to some agreement.

1.
Mouthfuls will be the short-term outcome and has now been added to the Data Analysis section (its omission was an oversight).  The diagram on p.13 shows the secondary analysis to examine mediators of weight z-score, ONLY "if there is a group difference in weight z-scores at follow-up."

2.
Weight for height z-score was included on p.12 under Child's nutritional status. I suppose we could rethink this if another indicator is preferred.

3.  
In response to the criticism that "the intervention is not well described" I would have to say that we have a manual for a community-based intervention which is too long to submit and which will be modified slightly during a pilot testing in the NRU.  Each session includes three parts: at the beginning the new behaviour is explained along with its rationale and a connection to what the mothers already know and do; then there is a demonstration and the mothers practice the new behaviour with their child; finally there is a discussion of problems encountered and how to solve them.  The behaviours include seeing and interpreting your child's signals, responding to child signals, encouraging self-feeding, and handling refusals. Now added to p.10 and 12.  

The regular program is now described on p.12: "The regular program at the NRU will also have a manual to follow.  Mothers learn about offering vegetable and proteins in the form of halwa and khichuri.  As in the intervention, health assistants talk to mothers about their particular child and problems in feeding, but they do not encourage self- or responsive feeding."

Observations to ensure intervention fidelity will take place weekly as recommended (p.14).

4.
I found the word "new" and replaced it with "responsive" or "targeted" on most occasions.  It is certainly new for the counseling sessions, though not entirely new for the mothers.

5.
There is a "cultural pattern" to feed children up to and often beyond the age of 2. However, given that some mothers do let their children self-feed under the age of 18 months, and others readily accept it once demonstrated in a group setting, we feel it is not counter to the culture.  From an anthropological view, cultures are not static or homogeneous.  Developmental guidelines might suggest that children can start to partly feed themselves starting at 9 – 12 months (Engle, Bentley & Pelto's publication agrees). That is why our sample includes children from 12 to 36 months. No change has been made to the protocol on these issues but they are being considered as part of the Manual.  The prior community study does have an in-depth interview on mothers' views of child feeding.

6. 
We don't mind reducing the time for the meal being observed from 1 hour to 30 minutes.  The pilot study will inform us whether recovering children need more time; there tend to be lots of pauses between mouthfuls in the South African videos of sick children.

7.
Who is the expert? The expert is a Bangladeshi researcher who has been working on this topic for 30 months.  Are there data on developmentally, culturally appropriate feeding among Bangladeshi children?  We have and continue to collect data on feeding among children 9 to 24 months of age: there is not much developmental change in self-feeding.  We prefer developmental guidelines that say "Starting at 9 months, children can help to feed themselves and be fully self-feeding by 18 months" rather than something complicated.  The judgment as to what style of feeding is "appropriate" or "normative" or "healthy" depends on your perspective. We are trying to determine what leads to more mouthfuls of food taken in.

7a.  We focused on the 3 categories that were previously found related to mouthfuls of food taken in by the child. The other 3 will be coded but will not be the focus of counseling and not analyzed. Para 2 and 3 of the Background, the description of the Intervention give the reasons for focusing on the 3 categories.  Now a sentence is added to the Mother and Child Behaviour section:  The three critical behaviours highlighted in the intervention and analysis are self-feeding, responsive and active feeding, because these were previously found to be correlated with child intake.

7b.  Self-feeding and responsive feeding are both goals and we expect both to increase with the intervention.  The mother may encourage her child to eat by himself and the child may feed himself – that's self-feeding.  The mother my respond to child signals such looking at food by saying, "Would you like to have another mouthful" or respond to a signal such as turning away from the food by saying, "Would you like to wait a bit and talk before eating?"  The confusion may have arisen because self-feeding is a goal of the responsive feeding intervention, not of responsive feeding behaviour per se.

7c. If a child puts food in her mouth it is self-feeding.  We have two categories of self-feeding: Responsive self-feeding if the child feeds in response to the mother's encouragement and Active self-feeding if the child does it on her own. [This is what is meant by "double-coding" as stated in the protocol and Note at the bottom of the framework.]  Mouthfuls are the consequence; you don't need to use our framework to identify and count the number of mouthfuls of food taken in and swallowed by the child by whatever means (e.g. self-feeding, force feeding, mother feeding). Ha also counted mouthfuls in Vietnam.

7d.  Child disengagement would be coded as Child Stops Feeding, or Distraction if something external to the feeding partners was responsible.

7e.  Certainly the mother perceives her child's refusal, but if she were being responsive to the communicated signal of disinterest, she would say, "So you don't want this mouthful now; let's pause and talk or would you like something else to eat."  After all, that is what she would say if her husband said "I'm not interested in supper now." She would not force feed him.

7f.  The "other observational methods" described on p.12 refer to the ones described under Measurement and in the following sentence: " The two others are a full record of all mother and child behaviours observed by a research assistant, and a checklist of key mother and child behaviours."

8.  We might add an assessment of intake at 3 months using 24 hour recall. This was added under Trial Study (p.13).

9.  Yes, it is customary to enroll families into studies at the Centre with no compensation for their time.  It is assumed that little extra time is added to standard care.  The mothers in this study will be spending no extra time at the Centre though the home visit at 3 months is extra.  Offering gifts might be coercive in this context.

10.  The only decision regarding method concerns the inter-observer reliability.  If the checklist is reliable at an acceptable level then we'll use it as more efficient.  Otherwise we will continue with the full record which requires 2-steps: write all behaviours and code later.

Appendix 3: Response to External Reviewer’s Comments

APPENDIX A. Example of how a responsive feeding training session might occur

All the behaviours listed on p.11 will be put into all four sessions: Child (2) hand-washing  and self-feeding; Mother (5) watching child's face for spoken and unspoken signals, verbally interpreting the signals and responding positively to the signals, encouraging self-feeding, and responding to refusals. 

A session will proceed as follows:  The Health Assistant (HA) will place first-session mothers in between multi-session mothers. Children will face their mothers.  


1. They will start by doing something that elicits a signal from most children, such as playing peek-a-boo or tickling the child. The HA will ask mothers to watch the child's signal and interpret it as surprise, excitement or fear. The HA will ask mothers how they might respond positively to the child's signal. The HA could have a fifth-session mother demonstrate this before having all the mothers do it with their own child. 


2. The mothers will then wash their child's hands with a damp soapy cloth prepared ahead, while saying the phrase "First you wash your hands, then you touch the food." This is a signal to both mother and child that self-feeding is promoted.  


3. Then mothers will put in front of the child the plate of food.  Now the HA reminds them that they are to watch the child's face and body for spoken and unspoken signals, interpret them aloud to the child (e.g., "I see you are looking at the food"), and respond positively with encouragement (e.g., "Would you like to eat? Touch the orange pumpkin.").  When the child reaches for or touches the food, the mother can interpret (e.g., Do you like the feel of pumpkin?) and respond positively (e.g., "Eat some. You will like it. It is tasty.").  First-session mothers may watch multi-session mothers do this before trying it themselves if they are unsure.  The HA will provide praise and encouragement to the mothers and children and coach those who need extra help.


4. Mothers will be shown how to encourage self-feeding with children who are reluctant in the previous step.  They may start by bring the plate of food closer to the child's nose so he/she can smell the food.  The mother can point to a piece of food that the child can pick up such as a grain of rice or piece of pumpkin. If the child looks or touches, then the mother can interpret and respond accordingly.  If the child looks away, the mother can interpret and respond positively (e.g., "Do you want to wait before eating? Let's talk about this food first. And then maybe you will become interested in eating.").  Such occasions will be used to show the mothers how to show patience and encouragement with a child who has a low appetite, rather than force feeding.

After the meal, the HA will hold a discussion on one of the following topics: 

1.  Why children like to touch food and why it is good for mothers to talk to their children during mealtime.  Both concern child development, child nutrition and mother-child love.

2.  How to handle refusals and other child feeding problems.

3.  Child signals such as crying and what they can mean.

4.  How to handle problems at home such as with other family members

APPENDIX  B

NRU Responsive Feeding: Mother Interview at Baseline 

RAsst-ID__________

Date _____________________

I have some questions to ask about you, your child and household.

1.
Child Name:_____________________   Code:___________   Sex:_______    





Exact birth date:__________(or take from medical record) 
Age: ____________ (months)

Note: 
Only mothers of children between 12-36 months should be interviewed.  The exact date is important so please use birth registration, immunization card, Bangla calendar or major events. 

2.
I will ask you some more questions about your child's eating in a moment but first I would like ask some questions about you and your household.

Who lives in the household (including the mother and child)?  

Relation to Child
Sex
Age
Education
Occupation

Mother
F




Target Child





Age= years for adults; months for children

Education= number of years schooling

Occupation = rickshaw=1; labourer=2; farmer=3; fisherman=4; merchant=5; professional=6; government=7; housewife=8; retired or unemployed = 9.

3.
What is your religion?  Muslim=1   Hindu=2   Christian=3   other = 4

4.
Which of the following do you have in your household?

1. Table
N   Y
2. Chair 
N   Y
3. Almirah 
N   Y

Bed/cot. 
N   Y
Tubewell 
N   Y
Latrine 
N   Y

Clock/watch 
N   Y
Bicycle
N   Y
Radio
N   Y

Electricity 
N   Y
Television
N   Y
Refrigerator
N   Y

5.
Who shops for food in your household?   ____  Anyone else?


How much say do you have in deciding:






a. what food to give your children?

_____


b. what medical care to seek if a child is sick?_____

6.
Do you currently breastfeed your child?  N   Y    How many times yesterday?______

If NO, have you ever breastfed your child?   N   Y  

What age was your child when you finished breast feeding? ______

7.
Take current height and weight of child from medical charts? 

Child Weight:   ___  ___ . ___       



Child Height or Length (circle which):  ___  ___ .  ___




APPENDIX B

cywó c�Y©evmb †K‡›`ªi mvov AbyK‚j cywóKvh©µg: gv‡q‡`i cÖ_g c‡e©i mv¶vrKvi 

M‡elYv mnKvix-cwiPq bs --------------


ZvwiL --------------------------

Avgiv Avcbv‡K, Avcbvi, Avcbvi wkï, Ges Avcbvi evoxi m¤•©‡K wKQy cÖkœ Kie |

1|
wkïi bvg : ÑÑÑÑÑÑÑÑÑÑÑÑÑÑÑÑÑÑ †KvW: ÑÑÑÑÑÑÑÑÑÑÑÑ  wj½: ÑÑÑÑÑÑ

mwVK Rš§ ZvwiL : ÑÑÑÑÑÑÑÑ (A_ev nvmcvZv‡ji mb` cÎ †_‡K wb‡eb):  eqm: ÑÑÑÑÑ (gvm)

wet`ªt- ïaygvÎ 12-36 gvm eq‡mi wkï‡`i gv‡qi mv¶vrKvi MÖnb Ki‡Z n‡e| mwVK Rš§ ZvwiL Rvbv cÖ‡qvRb GBRb¨, Rš§ wbteÜb, B‡gvbvB‡Rkb KvW©, evsjv w`b cywÄKv A_ev cÖavb NUbvejxI e¨envi Ki“b 

2|
Avwg Avcbv‡K Avcbvi wkïi Lvevi m¤•©‡K wKQy cÖkœ Kie wKš‘ Avwg cÖ_‡g wKQy cÖkœ Kie Avcbvi m¤•©‡K Ges Avcbvi evoxi m¤•©‡K| 

Avcbvi evox‡Z †K †K evm K‡i (gv Ges wkï mn)?

wkïi mv‡_ wK m¤•©K ÑÑÑÑÑÑ wj½ ÑÑÑ 
eqm ÑÑÑÑ wk¶vMZ †hvM¨Zv ÑÑÑÑÑÑÑ †ckv  ÑÑÑÑÑÑ

gv (g):

wPwýZ wkï:

eqm =eq¯‹‡`i Rb¨ eQi: wkï‡`i Rb¨ gvm

wk¶vMZ †hvM¨Zv= ¯‹z‡ji eQi msL¨v

†ckv= wi·v PvjK=1, w`b gRyi=2, K…lK=3, †R‡j=4, e¨emvqx=5, †ckv`vix=6, miKvix=7, M„wnYx=8, AemicÖvß A_ev †eKvi=9

3|
Avcbvi ag© wK? gymwjg=1, wn›`y=2, L„ôvb=3, Ab¨vb¨=4

4|
Avcbvi evox‡Z wK wK Av‡Q?


1=†Uwej= bv
n¨vu,          2=†Pqvi= bv   n¨vu ,      3=Avjgvwi bv  nu¨v , 4=LvU/KU bv  nu¨v


5=wUDe A‡qj  
bv   n¨vu,     6=ev_i“g  bv   n¨vu,      7=†`qvj Nwo/nvZ Nwo bv   n¨vu,


8=mvB‡Kj bv   n¨vu,           9=†iwWI  bv   n¨vu,      10=we`y¨r  bv   n¨vu,  11=†Uwjwfkb  bv   n¨vu,


12=wd«R bv   n¨vu,

5| 
Avcbvi evoxi Lvevi †K †K‡b? ÑÑÑÑÑ (Ab¨ †KE)


Avcbvi KZUzKz ejvi wm×vš� Av‡Q:


(K) Avcbvi wkï‡K wK Lvevi †`‡eb †m wel‡q? ÑÑÑÑÑÑÑÑ


(L) wkï hLb Amy¯’¨ nq, Avcwb wK wPwKrmv †mev †b†eb †m wel‡q? ÑÑÑÑÑÑÑÑ

6|
eZ©gv‡b Avcwb wK wkï‡K ey‡Ki `ya w`‡”Qb? bv   n¨vu              

MZKvj KZevi w`‡q‡Qb? ÑÑÑÑÑÑ 

hw` bv nq, Avcwb wK KLbI Avcbvi wkï‡K ey‡Ki `ya w`‡qwQ‡jb? bv   n¨vu


wkïi KZ gvm eq‡m Avcwb ey‡Ki `ya eÜ K‡i‡Qb? ÑÑÑÑ

7|
wkïi eZ©gvb D”PZv Ges IRb wkïi †gwW‡Kj KvW© †_‡K msMÖn Ki‡e


wkïi IRb (†K wR): ----  ---- .  ----


wkïi D”PZv/ˆ`N©¨ (‡mtwgt) (GKUv‡Z †Mvj `vM w`b) ----  ---- .  ----

APPENDIX C

Behavioural Feeding Codes (Moore, Akhter & Aboud, 2006)

Appendix C: Behavioral Feeding Codes (Moore, Akhter, Aboud, 2006)

[image: image1.png]Mother

Child

1. Self-
Positive behavior

Allows, promotes self-feeding, c.g. gives child food

to eat herself, verbally encourages or prais
Negative behaviour

Discourages, disallows, interrupts, e.g. “no’; pushes

child’s hand away. tells the child that mother will

feed

‘eeding: Directed toward or indicative of child putting food into own mouth

Positive behavior

Self-feeding attempt, e.g. holds utensils/cup, puts
food into mouth
Negative behaviour:
Rejects self-feeding, e.g. s
that she was given

no™ or throws food

2. Responsive Feeding sensitive, synchrony, responds in accordance with other’s cue

Positive behaviour
Synchronous response promotes continued feeding,
e.g. interprets child feeding cues, responds to child’s
needs.

Negative behaviour

Synchronous response interrupts feeding, e.g
sponds to child’s reluctance cues by ending
feeding episode prematurely

Positive behaviour
e.g. accepts food when it is offered

Negative behaviour
Responds to mother’s cue by interrupting feeding,
e.g. walks away, refusal

3. Active Feeding: encourages, keeps interested
Positive behaviour (see detailed codes below)
mother-initiated attempt to arouse child’s interest,
e.g. talks about food. models, food games, verbal

encouragement, distraction if intent is to feed.

refocusing attention such as taking on knee.
Negative behaviour

Aversive, intrusive attempts to direct feeding, e.g.

force-feed, holds child’s head, threats.

Positive behaviour

Child-initiated attempt to get food, e.g. looks at
food, says food words, requests food/drink, touches
food, opens mouth, cries for food

Negative behaviour
Shows disinterest, discouragement

4. Social Behaviour toward feeding partner only but not

e.g. talking (but not about food), touching, smiling,
looking, laughing

directly related to feeding
e.g. talking (but not about food), touching, smiling,
looking, laughing, cries but not in response to food

Distracting feeding situation
Distraction
Encourages attention away from feeding. e.g. by

talking to someone other than child

Distraction

Child is distracted from eating, child can be active
party or reactive (include social interaction directed
towards non-feeder)

6. Extra codes concerned with feeding behaviour
Mother offers food

Mother offers or gives food without any special
responsive or encouraging strategy

Child stops feeding

¢.g. Child breaks or pauses from feeding situation.
Not a specific refusal and no evidence of
environmental distractors

Note: Self-feeding codes may overlap with Responsive or Active. Consequently,

elf-feeding could be double-coded or given priority






Appendix 4: Abstract Summary covering eight points specified by the ERC

     
Check-List

CHECK-LIST FOR SUBMISSION OF RESEARCH PROTOCOL

FOR CONSIDERATION OF RESEARCH REVIEW COMMITTEE (RRC)

[Please check (X) appropriate box]

	1. Has the proposal been reviewed, discussed and cleared at the Division level?

	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 



	If No, please clarify the reasons:      


	2. Has the proposal been peer-reviewed externally? 

	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 



	If the answer is ‘No’, please explain the reasons:      


	If yes, have the external reviews’ comments and their responses been attached

	                                     Yes
	 FORMCHECKBOX 


	No
	 FORMCHECKBOX 


	3. Has the budget been cleared by Finance Department?

	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 



	If the answer is ‘No’, reasons thereof be indicated:      


	4. Does the study involve any procedure employing hazardous materials, or equipments?

	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 



	If  ‘Yes’, fill the necessary form.



	    ______________                                                                                                                _________                                                                                                                         Signature of the Principal Investigator
                                                                             Date                                                                          
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