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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. 



	Principal Investigator(s): Fahmida Tofail


	Research Protocol Title: Exploratory  study on prevalence of infant shaking in urban Dhaka and rural Matlab in Bangladesh 

	Total Budget US$: $11884        Beginning Date : 1/Feb/2009                     Ending Date: 31/Jan/2010

	Abusive head injuries are among the most common causes of serious and lethal injuries in children in the countries that have studied this issue. These injuries may result from impact or shaking or a combination of these mechanisms. Shaken baby syndrome (SBS) is a violent act of abuse that can cause a myriad of neurologic, cognitive, and other functional deficits like intra cranial, intra ocular and cervical cord injuries (Duhaime et al, 1992; Caffey, 1972) and even death (Fulton, 2000). The mortality rate among diagnosed cases of SBS for infants under two years of age varies from 13-30% in different higher-income countries like Estonia (Talvik et al,2006), Canada (King et al, 2003) and United States (Keenan et al, 2003, Dias et al,1998). The morbidity rate is estimated to be about 30 per 100,000 new births (Keenan et al, 2003, Ellingson et al 2008). However, there is no information available from low and middle-income countries about SBS mortality and morbidity. This information is required in order to inform healthcare practitioners, child care providers, and parents on the prevalence, consequence and prevention of SBS. 
A review of parental report data reveals that the shaking of young children is a surprisingly common practice across a diverse number of countries and cultures as a care giving behavior. A first step in looking for shaken baby syndrome in an area where awareness by both families and doctors is low is to assess rates of the use of shaking to quiet or change behavior in young children (Runyan 2008).  

In the U.S, 2.6% of parents of children younger than 2 years reported shaking their child as an act of "discipline", which would indicate that the ratio of reported shaken and severe or fatal case of SBS is 152:1 (Theodore et al, 2005). Unpublished survey data from lesser-developed countries on four continents suggest that shaking, as a form of discipline, a typical care giving practice, may be many times more common among infants than in the U.S. and that the consequences, such as hospitalization or death, are inadequately studied (Runyan 2008).  The prevalence of SBS has not been studied well in developing countries, but, are expected to be very high where poverty and other stressors like violence, aggression, and depression are common (Khan 2000; Cole 2005).  Data from India indicate that the use of shaking as discipline is inversely correlated with maternal education and highest in slums where the mothers report high rates of never having been to school (Runyan, et al, in press, Pediatrics).

We have planned a preliminary study to investigate the extent of this problem in Bangladesh, a large developing country with over 150 million people. This study will help fill in the gaps in epidemiologic research by estimating the occurrences of shaking as an act of discipline in a less developed country for understanding the magnitude of this important issue. 

The specific objectives of this project are to: (i) estimate the lifetime prevalence of shaking in children under two years of age, and (ii) describe the occurrence of shaking in relation to who does the shaking, when does it occur, and under what circumstances

The investigators will develop and refine an instrument to survey population-based samples of mothers and caregivers aged 15- 49 years about their experiences of shaking their children. The instrument will also assess the circumstance of shaking and the socio-demographic characteristics of the family. This will be a cross-sectional survey of mothers or caregivers of children less than 2 years old.
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Description of the Research Project
Hypothesis to be Tested:


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.


This is not a hypothesis driven study; however, we have powered the study to address the followings:
H1: The prevalence of infant shaking is equivalent to that found in other developed countries

H2: The prevalence of infant shaking significantly varies by the location of the household (urban slum vs. urban non-slum vs. rural). 

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 objectives of the study are to: 

1. Estimate the lifetime prevalence of shaking in children under two years of age

2. Describe the occurrence of shaking in relation to who, when and under what circumstances

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.


Physical abuse is the leading cause of serious head injury and death in children aged 2 year and younger in countries that have examined the causes of serious head injuries. Although commonly referred to as Shaken Baby Syndrome (SBS), it is also referred to by a number of other designations, including Inflicted Traumatic Brain Injury, Abusive Head Trauma, Inflicted Childhood Neurotrauma, and Shaken Impact Syndrome, among others.  All of these designations encompass Shaken Baby Syndrome, but some represent broader definitions, often including abusive head trauma that occurs by mechanisms in addition to, or concurrent with, shaking injury. For purposes of this proposal, we will use the term Shaken Baby Syndrome (SBS), unless another phrase is deemed more suitable.

Shaken baby syndrome (SBS) causes head injuries such as subdural hematoma, subarachnoid hemorrhage, hemorrhagic contusion, and/or diffuse axonal injury (Starling, 2005; Lee et al, 2001) leading to myriad of neurologic, cognitive, and other functional deficits (Duhaime et al, 1992; Caffey, 1972 ). The outcome is often overwhelming with 15%–27% of children dying as a result of their injury and more than one-third having severe neurological consequences (King et al 2003; Fulton, 2000). Survivors of SBS often require long-term multidisciplinary medical care, specialized education, adaptive housing, and vocational training.
The most reliable estimates of incidence of SBS in North America are from N. Carolina, where there was an average of 29.7 cases per 100,000 person-years for infants i.e. under one year of age (Keenan et al, 2003). In an Edinburgh study, (Barlow et al, 2000) a very similar incidence of 24/100,000 infants was reported. In a published report from the KIDS data base in the US, incidences of 23, 24 and 26 hospitalized SBS cases per 100,000 births were reported for 1997, 2000, and 2003 (Ellingson et al, 2008). 

There is increasing evidence that shaking as an “acceptable” parental care giving strategy is a critical risk behavior for SBS and is more widespread than anticipated. A Dutch study reported that 5% of parents consider shaking an appropriate strategy for calming infants (van der Wal, 1998). By anonymous telephone survey, 2.6% of North and South Carolina parents endorse shaking as an appropriate “disciplinary” response in infants less than 2 years old (Theodore, 2005 ). 

In other countries, preliminary evidence of shaking at rates of 15-60% is being documented in three international studies. Estimates from N. Carolina data showed that one infant is admitted to the pediatric intensive care unit with inflicted traumatic brain injury for every 151 parents who endorse shaking, and 1 death occurs for every 335 parents who endorse shaking (Runyan 2008). 

SBS is a form of child abuse often prompted by the incessant crying of infants, although other prompts such as toilet training and feeding difficulties have provoked shaking bouts. The triggering effect of infant crying on abuse tends to occur in the first 6 months of life when most non-accidental injuries happen. Clinicians and other healthcare providers working with parents and infants should be aware of the risks for children associated with their crying; especially when parents report a concern for excessive crying and may be exposed to additional social and psychological risks. The actual duration of crying at any given moment seems to be less relevant in the long term than the parents’ perception of the crying (van der Wal, 1998). The same authors also showed that, in infants aged 6 mo, nearly 6% of parents reported taking at least one action that might lead to child abuse (i.e. smothering, slapping or shaking). Of these 6%, one in five had taken more than one of these three actions. 

In sum, shaken baby syndrome (SBS) is recognized as one of the most severe forms of abusive head trauma in infants. In developing countries, children are at high risk of disability and in Bangladesh the prevalence of cognitive disability is high (Durkin et al 2000). The reasons for cognitive disability however are often unknown because of the lack of diagnostic services and routinely collected health data common to less developed countries. SBS may be one of the reasons; however we do not know the prevalence of SBS. Parents or caregivers in Bangladesh, like parents of many other countries are concerned about their children’s behaviors. It is not uncommon for them to shake their children as a part of discipline while they  are crying, not feeding well, fussing or making a mess. However not all shaking episodes produce brain damage. Shaking back and forth, by holding underarms are reported to cause inflicted traumatic injury in the brain of young children as they have weak neck muscles and normal large head to body ratio. Usually caregivers shake their children without knowing its potential harmful effect. This behaviour is often triggered by anger/frustration or by stress.In this study, we aimed to determine the prevalence of shaking as a part of typical care giving behavior, a likely risk factor for SBS. 

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.  

I. Study site 

ICDDR,B Dhaka Hospital (Urban slum and Non-slum)
ICDDR,B Matlab Hospital

II. Study design Cross-sectional survey 

III. Study population and subjects: 

Source population: 

The sites for this study will be ICDDR,B hospitals in Dhaka and Matlab. These hospitals provide treatment to around 120,000 patients each year (about 60% under five children) with uncomplicated and complicated diarrhoeal diseases, and associated health problems including malnutrition and pneumonia. Prevention strategies such as immunization of children and women, education of mothers on prevention and home management of diarrhoeal diseases and malnutrition, and counseling to lactating mothers on exclusive breastfeeding are also undertaken at the hospital.  

IV. Procedure:

Children aged <2 years and their caregivers, admitted to the longer stay ward of the Dhaka or Matlab hospital between 8:30 am to 1.00 pm, will be eligible for this survey. We will recruit maximum 6 eligible children (3 slum & 3 non-slum) during peak season of diarrhoea in Dhaka Hospital.  In Dhaka Hospital patients will be classified as slum and non-slum dwellers based on their area of residence. At Matlab Hospital we will recruit maximum 3 patients a day, who will come first to the facility and match our selection criteria.
After admission and initial management, when the patient is settled, a trained interviewer will brief the eligible caregiver about the project.  The trained interviewers should be university graduates with training in child developmental assessments. They also need to have minimum one year working experience in child health research. If they agree to participate in the study, their written consent (Appendix A) will be taken. Then the interviewer will take the care-giver to a private room near the ward for interview after ensuring someone to look after her child during that time period.  She will offer her some snacks and after rapport build-up she will ask the caregiver questions about their particulars, socio-demographic information, mood, child rearing practice including shaking information as a part (Appendix B).  Total 520 subjects will be enrolled from Dhaka Hospital (260 slum and 260 non-slum population). Similarly, during the same period 260 cases will be enrolled from Matlab hospital by trained interviewer.  Data will be checked immediately and entered simultaneously by senior field supervisor. 
Inclusion criteria include:

· A child aged less than 24 months, accompanied by mother or the primary care giver (regular contact with the child) and admitted to longer stay ward of the hospital
· Child with less severe illness eg diarrhea only or diarrhoea with acute respiratory infection /pneumonia diagnosed at admission by  clinicians

Exclusion criteria would include:

· Caregivers of critically ill or sick(convulsion, tuberculosis, encephalitis, meningitis etc) patients
· Caregivers of congenitally malformed or developmentally abnormal patients

Enrollment of study population: Those dyads meeting inclusion and exclusion criteria whose parent provides informed, written consent. 

V. Outcome variables and other covariates:

Outcome (Infant shaking) and related covariate information will be collected as per the

appended, standardized questionnaire.  This has been translated by the study’s principal

investigators. 

All data will be collected and recorded by trained interviewers.

VI. Timing of Activities: 

Time line: 12 months

· Preparatory phase: 3 months, 

· Recruiting children: Estimated 6 months @ 90 /months at the Dhaka and 50/month at the Matlab Hospital 

· Data Entry: concomitant with enrolment

· Data analyses, report writing: 3 months

· Total: 12 months

Sample Size Calculation and Outcome Variable(s)

Sample size estimation:

The study population will be stratified by;

A) Rural (Matlab Hospital)

B) Urban slums -defined area as slum (Dhaka Hospital )

C) Urban non-slums –Areas other than slum (DhakaHospital)   

Assume P = 20% 

Set precision at +/- 10% and level of confidence at 95% (Z=1.96)

N/gp = p(1-p) x (Zalpha)2 / d2 = 246 

Adding 5% = 260 subjects/strata

Total: Rural 260 subjects+ Urban slums 260 subjects+ Urban non-slums 260 subjects= 780 subjects
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 study will be carried out at the hospital facilities of ICDDR,B in Dhaka and Matlab 
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 element. 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 practiced should be altered or not.


As this is a minimal risk, observational study, we do not anticipate any significant adverse events as a result of the study. Study questionnaires will be recorded on paper forms, which will be kept in a secure facility under the responsibility of the Principal Investigator of this study. All questionnaires and data forms will be reviewed for inconsistencies and missing data points. Edited data will be entered on to a personal computer using SPSS.
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. 

The data will first be assessed for normality. The variables that are not normally distributed will be normalized by transformation as necessary. Any inconsistency will be assessed. Descriptive analyses of the entered data will be done. Bivariate correlation and partial correlation will be conducted to find the relationship between different socio-demographic factors and behavioral factors and infant-shaking. 

Simple descriptive statistics will help make the case as to whether the rates differ at the two hospitals. The proportion of parents reporting shaking can be examined in a chi square analysis. The null hypothesis is that the rates, controlling for social class or education, will be the same. A logistic regression model that predicts spanking by maternal education, age, child age, gender, and by which hospital the child was hospitalized in will be done.  The comparison of rates among hospitals and thus “ location of house hold” will be assessed in this pilot study in order to learn if there are other potential confounders that need to be looked at in larger studies.

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.


To participate in the study, written informed consent of one of the parents or adult primary caretakers will be obtained after thorough explanation of the purpose of the study, requirements of participation, study procedures, and the risks and benefits to the child.  They will be asked to sign or place thumbprints on written forms to indicate they understand the study and consent to participate. Another person will be acting as witness at the time of consent signing. All children will require parental/guardian consent to participate in the study. Study instruments will be made available in Bengali. All measures will be taken to ensure strict confidentiality of the information obtained.
If a child is found to be exposed to shaking, which may constitute shaking baby syndrome, the caregiver will be informed about the potential harm of shaking. In addition, if needed, s/he will be counseled by a trained psychologist for behavioral therapy. If any child is found to have obvious developmental problem (as reported by the caregiver), may or may not be due to shaking, s/he will be referred to Dhaka Shishu Hospital for further developmental assessments and managements.
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

Literature Cited

Identify all cited references to published literature in the text by number in parentheses. List all cited references sequentially as they appear in the text. For unpublished references, provide complete information in the text and do not include them in the list of Literature Cited. There is no page limit for this section, however exercise judgment in assessing the “standard” length.                                                                       
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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.


No formal system for notifying participants of study findings will be established. Investigators will prepare manuscripts based on these findings for presentation at scientific conferences and in peer-reviewed scientific journals. 

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 proposed project will be conducted with the technical and financial support British Columbia Children's Hospital and The University of North Carolina at Chapel Hill, Chapel Hill, North Carolina.
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5   Publications 

	
Types of publications
	Numbers
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	d. Letters, editorials, annotations, and abstracts in peer-reviewed journals  
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	2

	f. Monographs
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Date ___________
Protocol Title: The Descriptive Epidemiology of infant shaking in Bangladesh

Investigator’s name: Fahmida Tofail 

Organization: ICDDR,B
Introduction

All parents sometimes need to change a child's behavior- e.g.  make them start or stop doing something, or teach them that something is wrong. So they discipline their child to change their behavior. It is important to know how they discipline their child, their understanding about the practice and whether or not it affects the child. This information will help in improving of child rearing practices of our country.  

Purpose of the research

We are conducting a research from Clinical Sciences Division of ICDDR.B. We are interviewing parents of children less than 2 years, who are admitted to this hospital for treatment. We are asking them questions about how they discipline their child. We want to improve our understanding whether or not they shake to discipline their children.  If they do, we would like to learn more about how often and why. 
Why selected?

As your child is less than 2 year old and admitted to this hospital for treatment, we would like to invite you to participate in the present project. 

What is expected from the patients/respondent?

If you agree to participate in this study you will be asked to complete an interview conducted by a research assistant of this hospital.  The interview will last about 20 minutes. 

Risk and benefits-

1. Risks: There are no risks involved in participating in this study.

2. Benefits: There are no direct benefits to you or your child. But you will contribute in understanding the prevalence of shaking children in Bangladesh from your own experience.

Privacy, anonymity and confidentiality

All research records taken from you will be kept private and confidential, to the extent allowed by law.  The questionnaires and information obtained will be kept in a locked, secured space.  No one other than the researchers will have access to this material.  You or your child’s name will not be used in any reports or articles that are written about the results of this study.

Questions:

We would be happy to answer your questions about the study and you are free to communicate with me or the principal investigator of this study (contact address is Fahmida Tofail, CSD, ICDDR, B. Tel 8860523-32, Ext-2350). 

If you have questions about being part of a research study or you think some harm has been done to you because of the study, you can contact: Research and Ethical Review Committee: Mr. M. A. Salam Khan, Committee Coordination Secretariat, ICDDR,B, Mohakhali, Dhaka 1212, 9

886498, or 8860523-32, Ext: 3206
Future use of information

In case of future use of the information we will maintain privacy, anonymity and confidentiality of information identifying participants in any way.

Right not to participate and withdraw

You/your child are participating in the study completely voluntarily. You/your child can withdraw your consent at any time during the study without showing any cause thereof. If you should chose not to participate in this study it will in no manner affect the services or care your child receives here in the hospital.You have option for not to answer any question either in part or as a whole.  

Principle of compensation 

You/your child’s participation in the study will be completely voluntary. You/your child can withdraw your consent at any time during the study without showing any cause thereof. Refusal to take part in or withdrawal from the study will involve no penalty
If you agree to our proposal of enrolling you/your child in our study, please indicate that by putting your signature or your left thumb impression at the specified space below

Thank you for your cooperation

____________________________________  
_______________________________________
    

Signature or left 

thumb impression of subject
Signature or left thumb impression of attendant/Guardian

_______________________________________
     ________________________________                     

Signature or left thumb impression of the witness       Signature of the PI or his/her representative       Date


Avš—R©vwZK D`vigq M‡elYv‡K›`ª, evsjv‡`k

 m¤§wZcÎ (Consent Form )



ID #__________
Protocol Number: 2009-007


                   


Date_________
-------------------------------------------------------------------------------------------------------
M‡elYvi bvgt The Descriptive Epidemiology of infant shaking in Bangladesh 

cÖavb M‡elK  t Wv: dvnwg`v †Zvdv‡qj
cÖwZôvb: AvBwmwWwWAvi,we  
f’wgKv:

me evev-gvivB wkïi wKQy wKQy AvPiY cwieZ©b Ki‡Z Pvq| †hgb- Zviv †Kvb KvR Ki‡e ev Ki‡ebv Zv †kLv‡Z Pvq A_ev †Kvb KvR wVK bv †ewVK Zv †evSv‡Z Pvq| ZvB wkïi AvPib e`jv‡bvi Rb¨ evev-gv Zv‡K kvmb K‡i _v‡K| GUv Rvbv Lye Ri“ix †h Zviv wKfv‡e wkï‡`i kvmb K‡i Ges GB kvmb wKfv‡e wkïi Dci cÖfve †d‡j| GB Z_¨¸‡jv Avgv‡`i †`‡ki wkï jvjb-cvjb msµvš— e¨vcv‡i mnvqK n‡e|

 M‡elYvi D‡Ïk¨:
Avgiv AvBwmwWwWAvi,wei wK¬wbK¨vj mv‡q‡Ým wWwfk†bi c¶ †_‡K GKwU M‡elYv Kvh©µg cwiPvjbv KiwQ|  Avgiv 2 eQ‡ii Kg eqmx wkï‡`i evevgvi Kv‡Q Rvb‡Z Pvw”Q †h, Zviv Zv‡`i wkï‡`i Av`e Kvq`v †kLv‡bvi Rb¨ wKfv‡e kvmb K‡i| Avgiv Av‡iv eyS‡Z PvBwQ †h kvmb Ki‡Z wM‡q Zviv KL‡bv wkï‡K Kvau ev nv‡Zi bx‡P a‡i SvwK‡q‡Qb wKbv| hw` Zviv Zv K‡i _v‡Kb Z‡e Avgiv Rvb‡Z AvMÖnx ne, KLb Ges †Kvb cwiw¯’wZ‡Z Zviv Gfv‡e kvmb K‡i‡Qb| 

Avcbv‡K ‡Kb Avgš¿b Rvbvw”Q ?

Avcbvi ev”Pvi eqm 2 eQ‡ii Kg Ges Avcwb GB nvmcvZv‡j fZx© n‡q‡Qb e‡j Avgiv GB M‡elYvq Avcwb Ges Avcbvi wkï‡K   Aš—©f~³ nevi Rb¨ Avgš¿b Rvbvw”Q | 
AskMÖnYKvix ‡K  wK Ki‡Z n‡e?  

Avcwb GB M‡elYvq AskMÖn‡Y m¤§Z _vK‡j GB nvmcvZv‡ji GKRb M‡elYv-mnKvix Avcbvi mv¶vrKvi wb‡e| GB mv¶vrKvi wb‡Z 20 wgwb‡Ui gZ mgq jvM‡e| 

M‡elbvq AskMÖn‡bi myweav I SzuwK? 

1. Avcbvi wkï hw` GB M‡elbvq Aš—©fz³ nq Z‡e Zvi †Kvb ¶wZ n‡ebv|

2. GB M‡elbv †_‡K Avcbvi wkïi mivmwi †Kvb jvf n‡ebv| wKš— evsjv‡`‡k wkï jvjb cvj‡bi I kvm‡bi Rb¨ wkï‡`i‡K SvKv‡bv nq wKbv GB msµvš— Z_¨ msMÖ‡n Avcwb Avcbvi wbR¯^ AwfÄZv †_‡K Ae`vb ivL‡eb| 

Z‡_¨i †MvcbxqZv: 

Avcbvi KvQ †_‡K †bqv mKj Z_¨ AvBb Abyhvqx †Mvcb ivLv n‡e| Acbvi Z_¨vw` Zvjve× Ae¯’vq GKwU wbivc` RvqMvq msiw¶Z _vK‡e|  M‡elKiv Qvov Ab¨ †KD GB Z_¨ e¨envi Ki‡Z cvi‡ebv| M‡elbvi cÖKvwkZ Z‡_¨ Avcbvi ev Avcbvi wkïi bvg e¨envi Kiv n‡ebv| 

cÖkœ t

G e¨vcv‡i GLb Avcbvi †Kvb cÖkœ _vK‡j Avgiv mvb‡›` Zvi DËi w`e,  Ges cÖ‡qvR‡b †h‡Kvb mgq Avcwb Avgvi ev cÖavb M‡el‡Ki mv‡_ K‡jiv nvmcvZv‡ji GB bv¤^v‡i  (W: dvnwg`v †Zvdv‡qj, †dvb bs- 8860523-32) †hvMv‡hvM Ki‡Z cvi‡eb| 

hw` GB M‡elbvq Aš—©fz³ nIqvi e¨vcv‡i Avcbvi †Kvb cÖkœ _v‡K ev Avcwb hw` g‡b K‡ib GB M‡elbvq Avcbvi †Kvb †Kvb ¶wZ n‡q‡Q, Zvn‡j K‡jiv nvmcvZv‡ji (Research and Ethical Review Committee Gg G mvjvg Lvb, Committee Coordination Secretariat, ICDDR,B, Mohakhali, Dhaka 1212, 9; †dvb bs- 886498/8860523—32 G·- 3206) GB bv¤^v‡i  †hvMv‡hvM Ki‡Z cvi‡eb|

fwel¨‡Z Z‡_¨i e¨envi: 

G M‡elYvi djvdj Avgiv fwel¨‡Z Ab¨ M‡elK‡`i mv‡_ M‡elYvi Kv‡R e¨envi Ki‡Z cvwi Z‡e †m‡¶‡ÎI †MvcbxqZv i¶v Kiv n‡e| Gme †¶‡G Avcbv‡`i bvg ev cwiPq e¨envi Kiv n‡e bv|

AskMÖnY Kiv ev bv Kivi AwaKvi: 

G M‡elYvq Avcwb ev Avcbvi wkï m¤ú~Y© ‡m”Qvq AskMÖnb Ki‡eb | GB M‡elYvq AskMÖnb Ki‡Z bv PvB‡j †h †Kvb mgq Avcwb ev Avcbvi wkï †Kvb Kvib QvovB  wb‡Ri bvg ev` w`‡Z cv‡ib| Avcwb GB M‡elYvq AskMÖnb bv Ki‡jI GB nvmcvZv‡j Avcbvi wPwKrmvq ev ‡mevq †Kvb Ae‡njv n‡ebv| Avcwb B”Qv Ki‡j †h †Kvb cÖ‡kœi m¤ú~Y© ev AvswkK DËi bvI w`‡Z cv‡ib| 
¶wZc~i‡bi wbqgt

G M‡elYvq Avcwb ev Avcbvi wkï ‡m”Qvq AskMÖnb Ki‡eb, GB M‡elYvq AskMÖnb Ki‡Z bv PvB‡j †h †Kvb mgq Avcwb ev Avcbvi wkï †Kvb Kvib QvovB  wb‡Ri bvg ev` w`‡Z cv‡ib| GB M‡elYv †_‡K bvg KvUv‡j Avcbvi †Kvb ¶wZi m¤¢vebv ‡bB|

Avcwb hw`  GB M‡elYvq AskMÖnb Ki‡Z ivwR _v‡Kb Z‡e wb‡æ AbyMÖn K‡i Avcbvi ¯^v¶i ev evg nv‡Zi e„×v½ywji wUcmB w`‡eb| Avgv‡`i G Kv‡R mn‡hvwMZv Kivi Rb¨ Avcbv‡K A‡kl ab¨ev`|
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M‡el‡Ki ¯^v¶i




AskMÖnbKvixi ¯^v¶i

Appendix B: Questionnaire* 

Baseline Information

1. Name of the child______________________________________

2. Respondent- Mother=1, Father=2, Grandma=3, Foster parent=4, Aunt=5, Others=7__________(specify)

3. Age of the child in months




|____|

4. Sex (M=1; F=2)






|____|

5. Total member of the family including this child?


|____|____|

6. Birth serial of the child (based on all live births)?

|____|____|


7. Number of all under five children in the house?


 |____|

a) Own child






|____|






b) Other child






|____|






8. Father’s occupation?





|____|____|

1 =(No job), 2= (Day labour), 3 = (Rickshaw Puller), 4 = (Farmer), 

5 = Petty business, 6= (tailor),7 = (Teacher), 8 = (Government service), 9 =  (NGO service holder), 10 = big business, 11= (Staying abroad),  12 = private job (mention) ………………………..13=(Others). . .. . . . ..  .. . . . . . . . . . . . . . . . (mention)

9. Mother’s occupation?





|____|____|

1 = (housewife), 2= (Day labour), 3 = (maid servant), 4 = (Teacher), 

5 = Petty business, 6= big business, 7 = (tailor/garment), 8 = (Government service holder), 9= (NGO service holder), 

10 = (Others). .. . .. . . . ..  .. . . . . . . . . . . . . . . . (Mention)

10. Father’s education (number of years of schooling)

|____|____|

11 = (SSC), 12= (HSC), 13 = (BA), 14= (MA) and equivalent

11. Mother’s Education(number of years of schooling)

|____|____|


11 = (SSC), 12= (HSC), 13 = (BA), 14= (MA) and equivalent

12. Monthly Income- Expenditure deficit









|____| 


0= Constant Deficit, 1= Occasional deficit, 2= balanced, 3= surplus

DEPRESSION QUESTIONNAIRE

Explain about the past week (e.g. today is Monday) so I want you to tell me how you have been feeling in the past week, from last Monday until this morning.

1. How many days did you feel so sad that you had no interest in anything?

|___|

2. How many days did you feel lonely?





 |___|


3. How many days did you feel like crying?




|___|

4. How many days did you enjoy yourself 





|___|

5. How many days did you feel depressed?





|___|

6. How many days could you not do anything attentively?



|___| 
Questionnaire regarding Shaking

All parents sometimes need to change a child's behavior, make them start or stop doing something, or teach them that something is wrong.  I will call all of these things discipline.  I am going to ask you some questions about the things you might have done to change your child’s behavior.  Please tell me how often you might have done this or if you have never done this.
1. Did you ever discipline your child (baby’s name)? 
yes=1; no=2

|__|

2. If yes, how did you discipline your child (baby’s name)?  ________________

3. If no, did anybody in the household discipline your child (baby’s name)?

names_________

4. If yes, how did they discipline your child (baby’s name)?
____________________
After carefully describing “shaking” 
(sometimes parents  discipline their child by  spanking /slapping him  or her on the buttocks with the hand or  by yelling at him or her or by slapping him or her on the face or the head or by hugging him or her closely  to your chest and talking or by shaking. Shaking means holding the child under his/her arms or by the shoulders and moving him back and forth or up and down)

5. Has anyone in the household ever shaken [child’s name] to discipline him/her?
 |__|
Definite shaking (Holding the child under his/her arms or by the shoulders and moving him back and forth or up and down out of anger/frustration) =1; 
Possible shaking (When the shaking is not clearly described and may or not be the harmful shaking) =2; 
no=3






If the response is 1 or 2, 

6.  Who? (list)




__________________________
7.  When was [child’s name] last shaken?   ____ wks ago    or   ____ months ago

If less than 12 months ago, to the best of your knowledge, how often has this occurred? [as below] [one year will be a long time to remember back – we will obtain less biased information if we limit to those who shook their child in the more recent past]

D50.
How many times in the past year have you shaken [CHILD’S NAME]?  If parent shook child more than once, ask her to think about the last time she shook her child.

_1
once in the past YEAR (GOTO D51)


_2
twice in the past YEAR(GOTO D51)


_3
3-5 times in the past YEAR (GOTO D51)


_4
6-10 times in the past YEAR (GOTO D51)


_5
11-20 times in the past YEAR (GOTO D51)


_6
more than 20 times in the past YEAR (GOTO D51)


_7
not in the past YEAR but IT HAS HAPPENED BEFORE (GOTO D60)


_8
THIS HAS NEVER HAPPENED (PROBE: Did it ever happen?) 
(GOTO D60)


_88
REFUSED(GOTO D60)


_99
DON’T KNOW (PROBE:  Just your best estimate) (GOTO D60)

D51.
When you shook [CHILD’S NAME] would you say you were…


_1 
Not at all angry or frustrated


_2
A little angry or frustrated


_3
Somewhat angry or frustrated


_4 
Very angry or frustrated


_8
REFUSED


_9
DON’T KNOW

D52. 
Thinking about when you shook your child, did you think you might have hurt [CHILD’S NAME]?  Would you say…

_1
No, definitely not

_2
Probably not

_3
Hurt the child a little


_4
Hurt the child a lot


_8
REFUSED


_9
DON’T KNOW

D53. 
What was [CHILD’S NAME] doing right before you shook [HIM/HER]? (SILENT CODE, IF MOTHER OFFERS NO RESPONSE, READ LIST)


_1
Crying 


_2
Fussing 


_3
Laughing 

_4
Smiling


_5
Pooping


_6
Playing 

_7
Eating


_8
Refusing to eat


_9
Making a mess


_10
Having a temper tantrum


_11
Other (goto d54)


_88
REFUSED 


_99
Don’t know
D54.
OTHER RESPONSE


___ (OPEN TEXT: LIMIT TO 250 CHARACTERS)

D60.
And your [HUSBAND/ Any other member of the house]?  How many times has your [HUSBAND/ Any other member of the house] shaken y [CHILD’S NAME]?  If [HUSBAND/ Any other member of the house] shook child more than once in last year, ask her to think about the last time [HUSBAND/ Any other member of the house] shook her child.  

_1
once in the past year (GOTO D61)


_2
twice in the past year (GOTO D61)


_3
3-5 times in the past year (GOTO D61)


_4
6-10 times in the past year (GOTO D61)


_5
11-20 times in the past year (GOTO D61)


_6
more than 20 times in the past year (GOTO D61)


_7
not in the past year but it has happened before 


_8
THIS HAS NEVER HAPPENED (PROBE: Has it ever happened before?)

_88
REFUSED


_99
DON’T KNOW (PROBE:  Just your best estimate) 

D61.
When your [HUSBAND/ Any other member of the house] last time shook [CHILD’S NAME], would you say he was . . .


_1 
Not at all angry or frustrated


_2
A little angry or frustrated


_3
Somewhat angry or frustrated


_4 
Very angry or frustrated


_8
REFUSED


_9
DON’T KNOW

D62. 
 When your [HUSBAND/Any other member of the house] last time shook [CHILD’S NAME], did you think your [HUSBAND/ Any other member of the house] might have hurt the child?  Would you say… 

_1
No, definitely not

_2
Probably not

_3
Hurt the child a little

_4
Hurt the child a lot
_8
REFUSED 

_9
DON’T KNOW

D63. 
What was [CHILD’S NAME] doing right before your [HUSBAND/ Any other member of the house] shook him or her last time? (SILENT CODE, IF MOTHER OFFERS NO RESPONSE, READ LIST)


_1
Crying 


_2
Fussing 


_3
Laughing 

_4
Smiling


_5
Pooping


_6
Playing 

_7
Eating


_8
Refusing to eat


_9
Making a mess


_10
Having a temper tantrum


_11
Other (goto d64)


_88
REFUSED 


_99
Don’t know
D64.
OTHER RESPONSE


___ (OPEN TEXT: LIMIT TO 250 CHARACTERS)

Shaking Questionnaire (Bengali)

me evevgv-ivB wkïi wKQy wKQy AvPiY cwieZ©b Kiv‡Z Pvq, †hgb Zviv †Kvb KvR Ki‡e ev Ki‡e bv Zv †kLv‡Z Pvq A_ev †Kvb KvR Kiv wVK ev †ewVK Zv †evSv‡Z Pvq, Avcwb wK Avcbvi wkïi AvPib e`jv‡bvi Rb¨/ A_ev Zv‡K kvmb Kivi Rb¨ Gai‡bi wKQy K‡ib wK?

Avcwb wK Avcbvi wkï‡K kvm‡bi Rb¨ ev †Kvb wKQy †kLv‡bvi/Kiv‡bvi Rb¨ Zv‡K KL‡bv †g‡i‡Qb? e‡K‡Qb? gy‡L/ gv_vq Po w`‡q‡Qb, ey‡K Rwo‡q a‡i‡Qb?

wkïiv A‡bK mg‡q Ggb wKQy KvR K‡i hv Avcwb c”Q›` Ki‡Qb bv ev PvB‡Qb bv, A‡bK mg‡q Avcwb nq‡Zv wei³ n‡q hvb wkïi †R` ev `yóvgx‡Z, †m‡¶‡G wkï‡K _vgvevi Rb¨ ev kvmb Kivi Rb¨

1| Avcwb wK wKQy K‡ib?

n¨uv = 1, bv = 2




2| hw` Ón¨uvÓ nq Zvn‡j wkï‡K (ev”Pvi bvg) kvm‡bi Rb¨ Avcwb wK wK K‡ib?    _____________________

__________________________________________________________________________

3| Avcwb Qvov evoxi Avi †KD wK wkï‡K kvmb K‡i? n¨uv = 1, bv = 2


4| hw` n¨uv nq Zvn‡j evoxi †K †K (ev”Pvi bvg ) kvmb K‡i? _____________________

__________________________________________________________________________

5| Avcwb ev evoxi Ab¨ †KD wK ev”Pv‡K  kvm‡bi Rb¨ KL‡bv Kva ev nv‡Zi bx‡P a‡i mvg‡b wcQ‡b SvwK‡q‡Qb? 

n¨v = 1, bv = 2


6| hw` n¨v nq Zvn‡j evoxi †K †K SvwK‡q‡Q? 

_________________________________________________________________________________

7| K‡e ev”Pv‡K  †kl SvwK‡q‡Qb? mßvn Av‡M. . . . . . . . . . ., gvm Av‡M. . . . . . . . . .

hw` ‡kl SvKv‡bv 12 gv‡mi g‡a¨ n‡q v‡K Zn‡j wR‡Äm Ki‡Z n‡e gv‡qi Rvbvg‡Z gv/evoxi Ab¨‡KD wkï‡K (ev”Pvi bvg) KZevi SvwK‡q‡Q (bx‡Pi cªkœ¸‡jv †`Lyb) (GK eQi mgq g‡b K‡i DËi †`Iqvi Rb¨ A‡bK `xN© mgq, ZvB h_vm¤¢e wbf©i‡hvM¨ DËi cvIqvi Rb¨ hviv wkï‡K SvwK‡q‡Q, Zv‡`i me©‡kl SvKv‡bvi e¨vcv‡iI cÖkœ Ki‡ev|)

D50. MZeQi Avcwb KZevi (wkïi bvg) †K SvwK‡q‡Qb? 

         hw` gv GKev‡ii †ekx SvwK‡q _v‡K Zvn‡j Zv‡K fvjgZ g‡b K‡i ej‡Z ejyb †klevi wZwb KZevi  

          ev”Pv‡K (wkïi bvg) SvwK‡q‡Qb? 

1. MZ eQi 1 evi SvwK‡q‡Qb? 

2. MZ eQi 2 evi SvwK‡q‡Qb?

3. MZ eQi 3-5 evi SvwK‡q‡Qb?

4. MZ eQi 6-10 evi SvwK‡q‡Qb?

5. MZ eQi 11-20 evi SvwK‡q‡Qb?

6. MZ eQi >20 evi SvwK‡q‡Qb?

7. MZ eQi bq wKš‘ Gi Av‡Mi eQi SvwK‡q‡Qb?

8. Gai‡bi wKQy N‡U bvB (‡cÖve Ki“b, KL‡bv SvwK‡q‡Qb wKbv?

88. DËi w`‡Z Awb”QyK,
99. Rvwb bv, (‡cÖve Ki“b, GKUz g‡b K‡i ejyb?)
D51.
hLb Avcwb wkï‡K SvwK‡q wQ‡jb ZLb Avcbvi g‡bi Ae¯’v †Kgb wQj

1. ‡Kvb ivM ev nZvkv  wQj ev

2. mvgvb¨ ivM ev nZvkv  wQj ev

3. ‡ek wKQyUv

4. Lye †ekx

88.
Reve w`‡Z Pvb bv.

99. Rv‡bb bv

D52. wkï‡K SvKvevi K_v fve‡j Avcbvi wK g‡b nq  G‡Z wkï AvNvZ ‡c‡Z cv‡i|

1. bv, wbwðZfv‡e e¨_v cvqwb

2. nq‡Zv e¨_v cvqwb

3. GKUy e¨_v †c‡Z cv‡i

4. A‡bK e¨v_v †c‡q‡Q

88. G e¨cv‡i DËi w`‡Z Pvb bv

99.
Rv‡bb bv

D53. wkï‡K (bvg) SvKv‡bvi wVK Av‡M †m wK KiwQj? (gv wbie _vK‡j bx‡Pi wjó ci“b)

1. Kvu`wQj

2. ‡R` /Aw¯’iZv /wei³ KiwQj

3. ‡Rv‡i nvmwQj

4. wgwU wgwU nvmwQj

5. cvqLvbv KiwQj

6. ‡L‡jwQj

7. Lvw”Qj

8. ‡L‡Z PvBwQj bv

9. me G‡jv‡g‡jv KiwQj

10. Lye †ekx †gRvR KiwQj

11. Ab¨ wKQy (54 bs c„ª‡kœ hvb)

88. Reve w`‡Z Pvb bv

99. Rv‡bb bv

D54.  Ab¨ wKQy KiwQj, wjLyb t ________________________________________
D60.
hw` ¯^vgx/evoxi Ab¨ †KD wkï‡K SvwK‡q _v‡K Zvn‡j fvjgZ g‡b K‡i ej‡Z ejyb Avcbv¯^vgx/evoxi Ab¨ †KD ev”Pv‡K (wkïi bvg) KZevi SvwK‡q‡Q? 

(hw` ¯^vgx/evoxi Ab¨ †KDMZeQi GKev‡ii  †ekx SvwK‡q _v‡Kb Zvn‡j gv‡K fvjK‡i ej‡Z ejyb †klevi  |

Zvi ¯^vgx/evoxi Ab¨ †KD KZevi ev”Pv‡K SvwK‡q‡Qb

1. MZ eQi 1 evi SvwK‡q‡Qb? 

2. MZ eQi 2 evi SvwK‡q‡Qb?

3. MZ eQi 3-5 evi SvwK‡q‡Qb?

4. MZ eQi 6-10 evi SvwK‡q‡Qb?

5. MZ eQi 11-20 evi SvwK‡q‡Qb?

6. MZ eQi >20 evi SvwK‡q‡Qb?

7. MZ eQi bq wKš‘ Gi Av‡Mi eQi SvwK‡q‡Qb?

8. Gai‡bi NUbv  KL‡bvB N‡Uwb (‡cÖve Ki“b, )?

88. Reve w`‡Z Pvb bv

99. Rv‡bb bv

1. D61.
hLb Avcbvi ¯^vgx/ evoxi Ab¨ †KD wkï†K (ev”Pvi bvg) †klevi SvwK‡qwQ‡jb, ZLb wK wZwb----
2. †gv‡UB ivMvwš^Z ev nZvkvMÖ¯— wQ‡jb bv 

3. mvgvb¨ ivMvwš^Z ev nZvkvMÖ¯— wQ‡jb 

4. ‡ek wKQyUv ivMvwš^Z ev nZvkvMÖ¯— wQ‡jb 

5. Lye †ekx 

8.   G e¨vcv‡i wKQy ej‡Z Pvb bv 

9. Rv‡b bv

D62.
hLb Avcbvi ¯^vgx/ evoxi Ab¨‡KD wkï†K  (ev”Pvi bvg) †klevi SvwK‡qwQ‡jb, ZLb wK Avcbvi g‡b n‡qwQj G‡Z e¨_v / AvNvZ †c‡Z cv‡i? 

1. bv, wbwðZfv‡e e¨_v cvqwb

2. nq‡Zv e¨_v cvqwb

3. GKUy e¨_v †c‡Z cv‡i

4. A‡bK e¨v_v †c‡q‡Q

8.  G e¨cv‡i DËi w`‡Z Pvb bv

9.
Rv‡bb bv

D63.
Avcbvi wkï (ev”Pvi bvg) wK K†iwQj hvi Rb¨ Avcbvi ¯^vgx/evoxi Ab¨ †KD I‡K †klevi SvwK‡qwQj?


(hw` gv †Kvb DËi bv †`q Zvn‡j  bx‡Pi ZvwjKv co–b

1. Kvu`wQj

2. ‡R` /Aw¯’iZv /wei³ KiwQj

3. ‡Rv‡i nvmwQj

4. wgwU wgwU nvmwQj

5. cvqLvbv KiwQj

6. ‡L‡jwQj

7. Lvw”Qj

8. ‡L‡Z PvBwQj bv

9. me G‡jv‡g‡jv KiwQj

10. Lye †ekx †gRvR KiwQj

11. Ab¨ wKQy 

88.  
Reve w`‡Z Pvb bv

99.
 Rv‡bb bv

Appendix C
 External Reviewers’ Comments
To : PI: 

Reviewer 1:  

I have the read the proposal for this study and I find it to be very well organized.  It is well written and sets out the need for this study in a convincing way.  I find the methodology, budget, timelines and design well done and consider it to be very valuable to the field of child abuse prevention and epidemiology of child abuse and forms of discipline used among Bangladesh parents and caretakers.  

I have made some minor changes for consideration.  The one area I would recommend for consideration is to somehow query out from parents more specific ages of their baby.  Under age two years, in my opinion, is important, but far more important are the situations when a caretaker is shaking an infant, a baby less than 6 months of age. I believe that parents who are not abusive, shake a 2-year-old children, even in anger, quite often.  For example, when the child runs into a dangerous street, grabs something dangerous, a parent can grab the child and shake him/her.  This kind of shaking, done to a 2 year old and may not be done violently, but still with anger, does not cause the danger the same shaking causes to a infant under 6 months of age. Shaking an infant under 6 months of age seems to me to be more abusive and more dangerous.  Additionally, since the crying curve occurs in the first 5 month of life it would be very interesting to find out how much shaking is done to that age group.  It is also very important to survey caretakers about shaking of children up to two years. 

I highlighted the areas for consideration that describe the age of the child.  My only recommendation for this proposal is to change this as to enable the study to also evaluate the shaking of infants under 6 months in addition to up to 2 years of age.  

I fully support this proposal and find it of great value.  It is well organized and the investigators are impressively credentialed to conduct such a study.  

Response: I agree with the concern of Reviewer-1. We kept this issue in mind and we hope that around one third of the study children (≈200 infants) will be less than 6 months of age. We will also collect information about caretakers’ behavior regarding shaking.
PI: 

Reviewer# 2:  
This is very important study, and proposed research plan is reasonable and feasible. This should be funded without qualification.
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