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PROJECT SUMMARY: Describe in concise terms, the hypothesis, objectives, and the relevant background of the project. 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. ( TYPE TEXT WITHIN THE SPACE PROVIDED).

Principal Investigator: Dr. Jena Hamadani

Project Name: Correlational Study of Maternal Depression and Child Nutritional Status in the                  

                          Short Stay Ward

Total Budget: N/A                  Beginning Date: June 15, 2004                                 Ending Date        July 5, 2004   


Several recent studies have indicated that the mental health of a mother is related to her child’s nutritional status in some countries. Bangladesh has a high prevalence of both childhood malnutrition and maternal depression. In a Bangladesh study, the incidence of mental illness in women was twice as high as that in men, and the rate of suicide in women was even more disproportionate, with an incidence three times higher than that in men (Ministry of Bangladesh 1999). At the same time, malnutrition has been an ongoing challenge to the health and development of Bangladeshi children.  According to the UNICEF 2004 report, for Bangladeshi children between six months and five years of age, the incidence of stunting is 45%, wasting is 10%, and underweight is 48%.  Additionally, the under five years old mortality rate is 94 per 1000.  The mental health of mothers in Bangladesh may be one important contributing factor to the nutritional status of her child. Perhaps even more importantly, maternal depression has also been found to be associated with child malnutrition, even when controlling for known causes of malnutrition (health status of the mother, nutritional and socioeconomic factors). This would indicate that maternal depression itself may be strongly correlated with child malnourishment, and malnutrition may not be the result of impoverished living situations or other known predisposing factors.  In a recent case-control study in South India, malnourishment in infants between 6 and 12 months old was significantly associated with post-partum depression, with a slightly weaker correlation with current depression (Anoop et al. 2004). 


We would like to correlate current maternal depression with child nutritional status in a Bangladeshi population, studying healthy non-pregnant mothers with children between 1 month and two years old selected from the short stay ward in Dhaka Hospital.  Mother-child pairs meeting inclusion and exclusion criteria will be interviewed in Bangla with a standardized depression screening questionnaire (Center for Epidemiological Studies—Depression) and a standardized socioeconomic questionnaire, not lasting more than 15 minutes.  The BMI of the mothers will be calculated using height and weight measurements, and the child’s height, weight, mid-upper arm circumference and head circumference will be measured.  Statistical analysis will be conducted, controlling for socioeconomic differences and maternal BMI.   

The implications of a positive association between maternal depression and child malnutrition would be very significant to the work at the ICDDR,B (e.g., Dr. Aboud’s evaluation of Early Childhood Initiatives) as well as for other organizations whose aims are to promote child development.  Furthermore, maternal mental health is a factor, which is often neglected by such programs.  The results of this work may indicate a need for health teams to focus on the evaluation and follow-up of mothers with depression when trying to prevent child malnutrition and when trying to implement community-based child development programs.  

KEY PERSONNEL (List names of all investigators including PI and their respective specialties)


Name                             
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Role in the Project

1.  Dr. Jena Hamadani  
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Principal Investigator
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Medical Student/Neuroscience and Psychology                  
Student Investigator

3.  Dr. Fahmida Tofail
Physician





Co-Investigator

4.  Sakila Yesmin           
Psychologist-CDU




Co-Investigator

5. Fardina Mehreen
Psychologist-CDU




Co-Investigator

6. Afroza Hilaly

Field Supervisor





Co-Investigator

7. Dr. Saima Khurshid      
Fellow                                                                       Co-Investigator

DESCRIPTION OF THE RESEARCH PROJECT


Hypothesis to be tested:


Concisely list in order, in the space provided, 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.


We would like to investigate the association between maternal depression and child nutritional status in a Bangladeshi population.  Our hypothesis is that current maternal depression will be positively correlated with malnourishment in children between the ages of six months to two years.  The scientific basis for this hypothesis is derived from recent studies in the literature, which indicate such an association.  In a recent case-control study in South India, malnourishment in infants between 6 and 12 months old was significantly associated with post-partum depression, with a slightly weaker correlation with current depression (Anoop et al. 2004). Another recent study from Pakistan found a significant correlation between maternal mental distress and an increased risk for malnutrition in 9-month old infants, even after controlling for birth weight and social factors (Rahman et al. 2004).  A cohort study from India further supports these associations, with postnatal depression being a strong and independent predictor of low weight and length, as well as being associated with adverse mental developmental scores (Patel et al. 2003).   

Although this study cannot determine if maternal depression is causative of child malnutrition, a strong correlation, however, may indicate a need for more extensive investigation. Additionally, an association between maternal depression and childhood malnutrition may prompt the necessity of a more intense focus on the evaluation and treatment of maternal mental health for the prevention of childhood malnutrition.

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 (TYPE WITHIN LIMITS).

The specific aims of our study are  

1. To determine the correlation between maternal depression with the nutritional status of children.  

2. To determine the correlation between socioeconomic condition with the nutritional status of children.  
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. (DO NOT EXCEED 5 PAGES, USE CONTINUATION SHEETS).

                                                                                                                                                                                          

Bangladesh has a high prevalence of both childhood malnutrition and maternal depression. Worldwide, unipolar depressive disorder is the leading cause of disease burden among women over 15 years old, with a DALY (Disability Adjusted Life Years) percentage of 8.4 (WHO 2003).  In a Bangladesh study, the incidence of mental illness in women was twice as high as that in men, and the rate of suicide in women was even more disproportionate, with an incidence three times higher than that in men (Ministry of Bangladesh 1999).  A meta-analysis study from India found significantly higher prevalence rates of affective disorders among women than men (15.6 and 9.1 per 1000, respectively) (Reddy et al. 1998).

At the same time, malnutrition has been an ongoing challenge to the health and development of Bangladeshi children.  According to the UNICEF 2004 report, for Bangladeshi children between six months and five years of age, the incidence of stunting is 45%, wasting is 10%, and underweight is 48%.  Additionally, the under five years old mortality rate is 94 per 1000.  

Several studies in other countries have found maternal depression to be associated with negative parenting behaviors, early cessation of breastfeeding, poorer child cognition and school readiness.  Perhaps even more importantly, maternal depression has also been found to be associated with child malnutrition, even when controlling for known causes of malnutrition (health status of the mother, nutritional and socioeconomic factors). This would indicate that maternal depression itself may be strongly correlated with child malnourishment, and malnutrition may not be the result of impoverished living situations or other known predisposing factors.  In a recent case-control study in South India, malnourishment in infants between 6 and 12 months old was significantly associated with post-partum depression, with a slightly weaker correlation with current depression (Anoop et al. 2004). Another recent study from Pakistan found a significant correlation between maternal mental distress and an increased risk for malnutrition in 9-month old infants, even after controlling for birth weight and social factors (Rahman et al. 2004).  A cohort study from India further supports these associations, with postnatal depression being a strong and independent predictor of low weight and length, as well as being associated with adverse mental developmental scores (Patel et al. 2003).   

We would like to correlate current maternal depression with child nutritional status in a Bangladeshi population, studying healthy mothers with children between 1 month and five years old.  The implications of a positive association between maternal depression and child malnutrition would be very significant to the work at the ICDDR,B (e.g., Dr. Aboud’s evaluation of Early Childhood Initiatives) as well as for other organizations whose aims are to promote child development.  Furthermore, maternal mental health is a factor, which is often neglected by such programs.  The results of this work may indicate a need for health teams to focus on the evaluation and follow-up of mothers with depression when trying to prevent child malnutrition and when trying to implement community-based child development programs.  

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. (DO NOT EXCEED TEN PAGES, USE CONTINUATION SHEETS). 


We will interview mothers and assign them study identity numbers.  Two questionnaires, the Center for Epidemiological Studies-Depression and the socioeconomic questionnaire will be conducted in Bangla.  Student investigator will be trained in anthropometry. Reliability to measure the height and weight of the mothers and height, weight, mid-upper arm circumference and head circumference of the children will be conducted on 10 mother-child pairs before starting the study.  
Location of Study:
The study will be conducted in the short stay ward (SSW) at the ICDDR,B—Dhaka Hospital, where patients without serious medical complications are evaluated and treated for diarrheal disease.

Study design:

The study is a cross-sectional survey of mother-child pairs in the short-stay ward. 

Sample size: 30 mother-child pairs.

Inclusion criteria: Healthy non-pregnant mothers with children between six months and two years of age with minor illnesses.

Exclusion criteria: Mothers who are currently pregnant, or who gave birth to a child in the last one month. Mothers with any obvious physical or mental disability.   Children with major complications of diarrhea (e.g., severe dehydration, severe malnourishment, diarrhea for more than five consecutive days) or other serious disease (e.g., pneumonia).  Children with any obvious physical or mental disability.  Children whose body weight is above the tenth centile.

Time-Line:  2 weeks—identify mother-child pairs meeting study criteria, enroll participants, and 

                                      collect data.

                   1 week—data analysis and reporting of results.

Materials and measurements: Instrument/equipment required for the proposed study e.g. weighing scales, measuring tapes, TALC tape, pediatric and adult height chart, length board and

stadiometer are available at the hospital. Other instruments such as consent form, and questionnaire to capture relevant data would be developed and tested, where applicable, before finalization and use. The study would also involve recruitment of an interpreter, which is available within Child Development Unit (CDU).

Procedure: Interview mothers whose children are admitted to the SSW, meeting the eligibility criteria. Various forms would be used, as under:

1. Form 1: Informed consent, study description.

2. Form 2: CES-D, with self-perception scale.

3. Form 3: Socioeconomic questionnaire, with rural/urban question.

4. Form 4: Record mothers’ weight and height and calculate BMI.  Record children’s weight, height, and mid-upper arm and head circumference.

Analysis 

After matching socioeconomic status and maternal BMI, child malnutrition would be correlated with maternal depression. Analysis will be conducted a t-test, chi-square test, univariate and bivariate correlations using SPSS-win version-10   SPSS statistical program. Anthropometric measurements will be converted to z scores using epinut-epi info-6 program.
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. (TYPE WITHIN THE PROVIDED SPACE).  



The main physical facility that will be used in this study is the short stay ward at the ICDDR,B’s Dhaka Hospital.  Interviews will take place at the bedside of mothers whose children are in the short stay ward.  

Anthropometric measurements will be taken at the same facility, in a separate area from the beds.  Equipment that will be used includes: weighing scales, measuring tapes, TALC tape, pediatric and adult height chart, length board and stadiometer (available at the hospital).

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. (TYPE WITHIN THE PROVIDED SPACE).


Data will be recorded daily after subjects have been enrolled by the investigators of the study.  The investigators will analyze data after final enrollment and data recording.  Interim data analysis will not be required. After matching socioeconomic status and maternal BMI, child malnutrition would be correlated with maternal depression. Analysis will be conducted a t-test, chi-square test, univariate and bivariate correlations using SPSS-win version-10   SPSS statistical program. Anthropometric measurements will be converted to z scores using epinut-epi info-6 program.

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.



Written informed consent of the mother will be obtained after thorough explanation of the purpose of the study, requirements of participation, study procedures, and the risks and benefits to the mother and child.

This study is non-invasive, consisting of two simple questionnaires and anthropometric measurements similar to those done during routine physical examination.  Subjects will be assigned study identification numbers and their identities will be protected during data analysis and study reporting.  There is no benefit or risk to subjects, but information from this study may help shape future nutritional interventions for children in Bangladesh.  

Measures will be taken to ensure strict confidentiality of the information obtained.
Approval of the Ethical Review Committee of ICDDR,B would be required for initiation of the study.

Use of Animals


Describe in the space provided the type and species of animal 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.


This study would not involve animal in any way.

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 Bangladesh through a training programme.


The investigators intend to use this study as a pilot study for possible future studies.  Internal publication and internal presentation of findings are anticipated.  

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. (DO NOT EXCEED ONE PAGE)


N/A.

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.


1    Name



:  Olive Eckstein

2    Present position


:   Elective fellow 

3    Educational  background

:  Medical Student (2nd year) at Rosalind Franklin University

                of  Medicine and Science /The Chicago Medical School

       (last degree and diploma & training                              B.S. Neuroscience; B.A. Psychology (University of
         relevant to the present research proposal)              Rochester, 2000)

5   Publications 

	Types of publications
	Numbers

	a)   Original scientific papers in peer-review journals                               
	1

	b)   Peer reviewed articles and book chapters                                                               
	

	c)   Papers in conference proceedings
	1

	c)  Letters, editorials, annotations, and abstracts in peer-reviewed               journals  
	


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

1) Eckstein O et al., Multiple meningiomas in brain and lung: a case report. Neurology, Vol.62  (10), May 2004.

1    Name


: Dr. Jena D. Hamadani

2    Present position

: Associate Scientist

3    Educational  background
: PhD in Child Development; 2004, MBBS; 1984
       (last degree and diploma & training

          relevant to the present research proposal)

List of ongoing research protocols  

(start and end dates; and percentage of time)

4.1.   As Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	Head of Child Development Unit at ICDDR,B.
	November, 2001
	30. November, 2004
	20

	2002-031
	November, 2001
	30. November, 2004
	20


4.2. As Co-Principal Investigator: none
4.3.   As Co-Investigator  


	Protocol Number
	Starting date
	Ending date
	Percentage of time

	2002-007
	Oct 2002
	September 2004
	20

	2002-029
	Nov 2001
	Dec 2004
	10

	2003-023
	Aug 2003
	Jul 2006
	10


5.   Publications 

	Types of publications
	Numbers

	a) Original scientific papers in peer-review journals                               
	20

	b) Peer reviewed articles and book chapters                                                               
	

	c) Papers in conference proceedings
	

	d) Letters, editorials, annotations, and abstracts in peer-reviewed journals  
	12

	e) Working papers
	

	f) Monographs
	


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

i. Hamadani JD, Fuchs GJ, Osendarp SM, Huda SN, Grantham-McGregor SM. Zinc supplementation during pregnancy and effects on mental development and behavior of infants: a follow-up study. Lancet. 2002;360(9329):290-4.

ii. Hamadani JD, Fuchs GJ, Osendarp SM, Khatun F, Huda SN, Grantham-McGregor SM. Randomized controlled trial of the effect of zinc supplementation on mental development of Bangladeshi infants. Am J Clin Nutr. 2001;74:381–6.

iii. Black, M. M., Baqui, A. H., Zaman, K., Persson, L. A., Arifeen, S. E., Le, K., McNary, S. W., Parveen, M., Hamadani, J. D., and Black, R. E. (2004) Iron and zinc supplementation promote motor development and exploratory behavior among Bangladeshi infants. Am J Clin Nutr. In Press.

Abstracts:
iv. Hamadani JD, Huda SN, Khatoon F., Grantham-McGregor SM. At which level of malnutrition do children tend to develop mental and psychomotor deficits and behavioural problems? Presented at the 10th ASCODD - 2003, Dhaka, Bangladesh.

v. Hamadani JD, Khatun F, Huda SN, Grantham-McGregor SM. Effect of psychosocial stimulation on mental development of malnourished children attending BINP Community Nutrition Centers presented at the 10th ASCON of ICDDR,B, June 2002, Dhaka, Bangladesh.

Detailed Budget for New Proposal:    


No budget is required for the study. Child Development Unit (CDU), CSD would bear the costs for reproduction/copying of forms to be used in this study. Other tools to be used in the study such as weighing scales, and length board are available at the Dhaka Hospital of ICDDR,B for routine use 

                                                                    APPENDIX

International Centre for Diarrhoeal Disease Research, Bangladesh

                                   Voluntary Consent Form


Title of the Research Project: Study of the association between maternal depression and child nutritional status


Principal Investigator:  Dr. Jena Hamadani


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.


Several recent studies have indicated that the mental health of a mother is related to her child’s nutritional status in some countries. Bangladesh has a high rate of childhood malnutrition, which is the result of many factors.  The mental health of mothers in Bangladesh may be one important contributing factor to the nutritional status of her child.  Additionally, the mental health of mothers in Bangladesh has not been extensively studied and the relevance of this factor to child malnutrition is not yet fully understood.
Purpose of the Study:  We are conducting a research study, the aim of which is to examine if there is an association between maternal mental health and child nutritional status.  

Study Participants: A total of 30 eligible mother-child (under two years’ of age) pairs who come to our hospital with child’s diarrhoeal problem.  

Methods: For the purpose of the study we would ask you to respond as honestly as possible to our questions related to your current mood, feelings, and outlook on life. We will also ask you questions about your education and household assets. Some of these questions will be asked with the aid of an interpreter. We will measure your height and weight, and the height, weight, and circumference of your child’s arm and head.

Risk and benefit: There is neither and risk nor any benefit for you or your child from participating in this study, however, the information could be very useful for health of mothers and young children in future.

Participants’ rights:  You do not have to participate in this study if you have any objection or difficulty. Your decision against participation in this study would not affect the quality of care given to you or your child at this hospital. Even after initial consent to participate in the study would be able to withdraw your consent at any time without providing any reason. Again, this decision will not affect the quality of care you or your child receive. You may also decide to not answer any particular question.

Confidentiality:  All information collected from you would be used only for the purpose of this study, and none other than the study team and ethics committee of ICDDR,B would have an access to them. In publishing results of the study, the name or identity of the participants including you and your child would not be used.

Thank you for considering participating in our study.

Informed consent:
The investigators have fully explained to me the purpose of this study, its methods, the risks and benefits from participating in the study, and confidential handling of my child’s and my information. They also have informed me about my rights to withdraw my consent from the study at any time, and that such withdrawal will not affect treatment of my child at this hospital now or in future. I agree to participate in this study along with my child, and give permission for the study investigators to measure my height and weight, and height, weight and arm circumference of my child.   


Signature of Investigator/ or representative                                            Signature of Subject/ Guardian

Date:                                                                                                             Date:
Hw”QK m¤§wZ cÎ

wk‡ivbvg : gv‡qi welbœZvi mv‡_ wkïi cywóMZ Ae¯’vi m¤•K© welqK GKwU mgx¶v|
f‚wgKv : wewfbœ †`‡k M‡elYvq †`Lv †M‡Q †h gv‡qi welbœZvi mv‡_ wkïi cywóMZ Ae¯’v Ges kvwiixK e„w×i GKUv m¤•©K i‡q‡Q| evsjv‡`‡k wkï Acywói nvi Lye †ekx hvi wewfbœ Dcv`vb ev Kvib i‡q‡Q| evsjv‡`‡k wkïi  cywóMZ Ae¯’vi †¶‡Î gv‡qi welbœZv GKwU ¸i“Z¡c�Y© Dcv`vb wn‡m‡e KvR K‡i| 

M‡elYvi D‡Ïk¨: Avgiv GKUv M‡elYv Ki‡Z hvw”Q| M‡elYvi D‡Ïk¨ nj gv‡qi welbœZvi mv‡_ ev”Pvi cywóMZ Ae¯’vi †Kvb m¤•©K Av‡Q wK bv Ly‡R †ei Kiv|

c×wZ: M‡elYvi D‡Ïk¨  c�iY Kivi j‡¶¨, Avgiv Avcbvi Abyf‚wZ, †gRvR-gwR© Ges RxebaviY m¤•©‡K  Avcbvi KvQ †_‡K Rvb‡Z PvBe Ges Avcwb hZUzKz m¤¢e mwVK DËi w`‡eb e‡j Avkv Kie| Avgiv Avcbv‡K Avcbvi wk¶vMZ †hvM¨Zv Ges Avcbvi Nievox m¤•©‡KI wKQy Z_¨ Rvb‡Z PvBe| Gme cÖkœ GKRb †`vfvlxi mvnvh¨ wb‡q Avcbv‡K Kie| Avgiv Avcbvi D”PZv I IRb, ev”Pvi D”PZv, IRb I gv_vi gvc wbe|

myweav I Amyweav: GB M‡elYvq AskMÖn‡Y  Avcbvi †Kvb SzwuK ev wec` ‡bB, we‡kl †Kvb myweav jv‡fi e¨cviI ‡bB| GB M‡elYvi Z_¨ Avcbvi I Avcbvi ev”Pvi ¯^v‡¯’¨i †¶‡Î fwel¨‡Z Kv‡R jvM‡e|

AskMÖnYKvixi AwaKvi: Avcwb M‡elYvq AskMÖnY bvI Ki‡Z cv‡ib| AskMÖn‡Y hw` ivwR bv nb, Z‡e G‡Z nvmcvZv‡j †mev cvIqvi †¶‡Î †KvbiKg mgm¨v n‡e bv| GgbwK Avcwb B”Qv Ki‡j †Kvb cÖ‡kœi DËi bvI w`‡Z cv‡ib ev M‡elYv †_‡K Avcbvi AskMÖnY †h‡Kvb mgq cÖZ¨vnvi Ki‡Z cv‡ib| 

†MvcbxqZv: Avcbvi KvQ †_‡K cÖvß mKj Z_¨ †Mvcb ivLv n‡e Ges ïaygvÎ M‡elYvi Kv‡R e¨envi Kiv n‡e Ges AvB.wm.wW.wW. Avi wei Bw_K¨vj KwgwU‡Z  GB Z_¨ Rvbv‡bv n‡e| M‡elYvi djvdj cÖKv‡ki mgq Avcbvi Ges Avcbvi ev”Pvi bvg cÖKvk Kiv n‡e bv| 

AskMÖnYKvixi m¤§wZ: M‡elK M‡elYvi D‡Ïk¨, c×wZ, myweav I Amyweav m¤•©‡K Avgv‡K fvjfv‡e eywS‡q e‡j‡Qb Ges Avgvi I Avgvi ev”Pvi m¤•w©KZ Z_¨ †Mvcb †i‡L‡Qb| wZwb Avgv‡K AviI Rvwb‡q‡Qb †h, Avwg †h †Kvb g�û©‡Z M‡elYv †Q‡o P‡j †h‡Z cvwi Ges G‡Z nvmcvZv‡j ev fwel¨‡Z Avgvi ev”Pvi ¯^v¯’¨ †mev cvIqvi †Kvb mgm¨v n‡e bv| Avgvi ev”Pvi mn Avwg M‡elYvq AskMÖn‡Y AvMÖnx Ges Avwg Avgvi D”PZv I IRb Ges ev”Pvi D”PZv, IRb Ges gv_vi gvc †bqvi Rb¨ M‡elK‡K AbygwZ w`jvg|
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M‡el‡Ki ¯^v¶i




AskMÖnbKvixi ¯^v¶i

INFORMATION TO INCLUDE IN ABSTRACT SUMMARY

The Committee will not consider any application, which does not include an abstract summary. The abstract should summarize the purpose of the study, the methods and procedures to be used, by addressing each of the following items. If an item is not applicable, please note accordingly:

Several recent studies have indicated that the mental health of a mother is related to her child’s nutritional status in some countries. Bangladesh has a high prevalence of both childhood malnutrition and maternal depression. In a Bangladesh study, the incidence of mental illness in women was twice as high as that in men, and the rate of suicide in women was even more disproportionate, with an incidence three times higher than that in men (Ministry of Bangladesh 1999). At the same time, malnutrition has been an ongoing challenge to the health and development of Bangladeshi children.  According to the UNICEF 2004 report, for Bangladeshi children between six months and five years of age, the incidence of stunting is 45%, wasting is 10%, and underweight is 48%.  Additionally, the under five years old mortality rate is 94 per 1000.  The mental health of mothers in Bangladesh may be one important contributing factor to the nutritional status of her child. Perhaps even more importantly, maternal depression has also been found to be associated with child malnutrition, even when controlling for known causes of malnutrition (health status of the mother, nutritional and socioeconomic factors). This would indicate that maternal depression itself may be strongly correlated with child malnourishment, and malnutrition may not be the result of impoverished living situations or other known predisposing factors.  In a recent case-control study in South India, malnourishment in infants between 6 and 12 months old was significantly associated with post-partum depression, with a slightly weaker correlation with current depression (Anoop et al. 2004).

We would like to correlate current maternal depression with child nutritional status in a Bangladeshi population, studying healthy non-pregnant mothers with children between 1 month and two years old selected from the short stay ward in Dhaka Hospital.  Mother-child pairs meeting inclusion and exclusion criteria will be interviewed in Bangla with a standardized depression screening questionnaire (Center for Epidemiological Studies—Depression) and a standardized socioeconomic questionnaire, not lasting more than 15 minutes.  The BMI of the mothers will be calculated using height and weight measurements, and the nutritional status of the child (using measurements of the child’s height, weight, mid-upper arm circumference and head circumference) will be determined.  Statistical analysis will be conducted, controlling for socioeconomic differences and maternal BMI.   

The implications of a positive association between maternal depression and child malnutrition would be very significant to the work at the ICDDR,B (e.g., Dr. Aboud’s evaluation of Early Childhood Initiatives) as well as for other organizations whose aims are to promote child development.  Furthermore, maternal mental health is a factor, which is often neglected by such programs.  The results of this work may indicate a need for health teams to focus on the evaluation and follow-up of mothers with depression when trying to prevent child malnutrition and when trying to implement community-based child development programs.  

1. Describe the requirements for a subject population and explain the rationale for using in this population special groups such as children, or groups whose ability to give voluntary informed consents may be in question.

      Inclusion criteria: Healthy non-pregnant mothers with children between six months and two    

      years of age with minor illness.

Exclusion criteria: Mothers who are currently pregnant, or who gave birth to a child in the last one month. Mothers with any obvious physical or mental disability.   Children with major complications of diarrhea (e.g., severe dehydration, severe malnourishment, diarrhea for more than five consecutive days) or other serious disease (e.g., pneumonia).  Children with any obvious physical or mental disability.  Children whose body weight is above the tenth centile.

2. Describe and assess any potential risks – physical, psychological, social, legal or other – and assess the likelihood and seriousness of such risks. If methods of research create potential risks, describe other methods, if any, that were considered and why they will not be used.

There are no known physical, pyschological, social, legal or other risks known to the       participants in this study.  Two simple questionnaires will be used to interview mothers and anthropometric measurements of mother-child pairs will also be performed, similar to those done during routine physical exams.

3. Describe procedures for protecting against or minimizing potential risks and an assessment of their likely effectiveness.

The procedures to be employed in the study i.e. administration of questionnaire and anthropometric measurements such as measuring weight and height do not involve any risk to the study participants

4. Include a description of the methods for safeguarding confidentiality or protecting anonymity.

As soon as subjects are enrolled, they will be assigned a study identification number on  their consent form.  This number will be coded on their questionnaires, and measurement intake forms. Consent forms will be stored under lock and key in the investigator’s office.

5. When there are potential risks to the subject, or the privacy of the individual may be involved, the investigator is required to obtain a signed informed consent statement from the subject. For minors, informed consent must be obtained from the authorized legal guardian or parents of the subject. Describe consent procedures to be followed including how and where informed consent will be obtained.

a) If signed consent will not be obtained, explain why this requirement should be waived and provide an alternative procedure: 

Consent form would be used

b) If information is to be withheld from a subject, justify this course of action: 

No information would be withheld from the participants

c) If there is a potential risk to the subject or privacy of the individual is involved in any particular procedure include a statement in the consent form stating whether or not compensation and/or treatment will be available

Not applicable since the study including its procedures do not involve any risk.

6. If study involves an interview, describe where and in what context the interview will take place. State approximate length of time required for the interview. 

Interviews will take place at the bedside and will last approximately 15 minutes.       Measurements will take place in the short stay ward and will take approximately 5 minutes.

7. Assess the potential benefits to be gained by the individual subject as well as the benefits, which may accrue to society in general as a result of the planned work. Indicate how the benefits outweigh the risks.  

There is no direct benefit to the individual subject.  However, the general benefit to society will be a better understanding of maternal mental health and its relationship to child nutritional status. 

8. State if the activity requires the use of records (hospital, medical, birth, death or other), organs, tissues, body fluids, the fetus or the abortus.

Not applicable

The statement to the subject should include information specified in item 2,3,4,5(c) and 7 as well as indicating the approximate time required for participation in the activity.
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	Title of Study: Study of the association between maternal 
	Project Status: 

	depression and child nutritional status
	[X] New Study
	

	
	[  ] Continuation with change
	

	
	[  ] No change (do not fill out rest of the form)


Circle the appropriate answer to each of the following (If Not Applicable write NA)
	1.
	Source of Population:
	
	
	5.
	Will Signed Consent Form be Required:
	
	

	
	(a)
	Ill subjects
	Yes
	No
	
	(a)  From subjects
	Yes
	No

	
	(b)
	Non-ill subjects
	Yes
	No
	
	
	
	

	
	(c)
	Minor or persons under guardianship
	Yes
	No
	
	(b) From parents or guardian

     (if subjects are minor)
	Yes
	No

	2.
	Does the Study Involve:
	
	
	6.
	Will precautions be taken to protect
	Yes
	No

	
	(a)
	Physical risk to the subjects 
	Yes
	No
	
	Anonymity of subjects
	
	

	
	(b)
	Social risk
	Yes
	No
	
	
	
	

	
	(c)
	Psychological risks to subjects
	Yes
	No
	7.
	Check documents being submitted herewith to
	

	
	(d)
	Discomfort to subjects
	Yes
	No
	
	Committee: 

	
	(e) 
	Invasion of privacy
	Yes
	No
	
	____
	Umbrella proposal - Initially submit an with

	
	(f)
	Disclosure of information damaging to subject or others
	Yes
	No
	
	
	overview (all other requirements will be

submitted with individual studies

	
	
	
	
	
	X 
	Protocol (Required) 

	3.
	Does the Study Involve: 
	
	
	
	X 
	Abstract Summary (Required)

	
	(a)
	Use of records (hospital, medical, death or other)
	Yes
	No
	
	X 
	Statement given or read to subjects on nature

of study, risks, types of questions to be asked,

	
	(b)
	Use of fetal tissue or abortus
	Yes
	No
	
	
	and right to refuse to participate or withdraw)

	
	(c)
	Use of organs or body fluids
	Yes
	No
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	X 
	Informed consent form for subjects

	4.
	Are Subjects Clearly Informed About:
	
	
	
	X 
	Informed consent form for parent or guardian

	
	(a)
	Nature and purposes of the study
	Yes
	No
	
	X 
	Procedure for maintaining confidentiality

	
	(b)
	Procedures to be followed including alternatives used
	Yes
	No
	
	X 
	Questionnaire or interview schedule*

	
	(c)
	Physical risk
	Yes
	No
	
	*
	If the final instrument is not completed prior to 

	
	(d)
	Sensitive questions
	Yes
	No
	
	
	review, the following information should be 

	
	(e)
	Benefits to be derived
	Yes
	No
	
	
	included in the abstract summary

	
	(f)
	Right to refuse to participate or to
	Yes
	No
	
	1.
	A description of the areas to be covered in the

	
	
	withdraw from study
	
	
	
	
	questionnaire or interview which could be

	
	(g)
	Confidential handling of data
	Yes
	No
	
	
	considered either sensitive or which would

	
	(h)
	Compensation &/or treatment where
	Yes
	No
	
	
	constitute an invasion of privacy

	
	
	there are risks or privacy is involved
	
	
	
	2.
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 We agree to obtain approval of the Ethical Review Committee for any changes involving the rights and welfare of subjects before making such change.
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______________________________________ 
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                           Trainee
Maternal Mental Health and Child Nutritional Status Study: Data Form

Child’s Hospital Registration No:


Date:                                                        



Study No.

Mother’s Information

Name: ……………………………………

Age (in year): 


Height (cm): 





Weight (kg):                  


Calculated BMI:                

Child’s Information
Name: …………………………………… 

Age (in months):


Date of Birth: 




            D    D           M    M         Y      Y


Birth weight (Kg): 




Height (cm):

(code 9.9 if not known)


Weight (kg): 





LMUAC (cm): 


Calculated H/A (%*): 



              Calculated W/H (%*) 



Calculated W/A (%*):    



 Pedal edema 1= absent, 2=present

Additional questions for intake: Additional study questions:
21. Do you breastfeed your child or have you previously?  1 = never, 2= less than 1 month, 3 = 1- 3 months, 4= 3.1 to 6 months, 5= 6.1 or more  



/__/

22. When did you start complementary feeding? 

/__/./__/ months of age

23. Have you had any history of serious illness or trauma?   1= yes, 2 = no    /__/      description:_________________

24. Has your child had any history of serious illness or trauma?   1= yes, 2 = no    /__/   description: ______________

DEMOGRAPHIC INFORMATION

Date
 /__/__/__/__/__/__/       

Study ID
/__/__/



1.
Name of the child______________     
2. Mother’s name______________________

3.
Number of family members


/__/__/

4.
Number of bed rooms


/__/__/




5.
Roof condition 1= Straw, 2=Tin, 3=Cement, 4=Others         /___/







6.       Wall of the house 1=Straw/Jute/Bamboo, 2=Earthen, 3=Wood, 4=Tin, 5=Cement, 6=Others     /___/

7.
Source of drinking water: 1=River/Canal/Pond, 2=Well, 3=Tubewell
  /___/     

8.
Electricity 1=No, 2=Yes




                /___/

9.
Latrine 1=No fixed place, 2= Open, 3=Semi-sanitary, 4=Sanitary
   /___/             




10.
Number of beds





/__/__/


11.      Do you have radio? 1=No, 2=Yes



/___/
       

12.      Do you have cassette player? 1=No, 2=Yes

              /___/

13.      Do you have TV? 1=No, 2=Yes


             /___/
     

14.      Do you have Fan? 1=No, 2=Yes


             /___/

    

15.
Number of siblings (live birth) 


           /__/__/

16.
Birth order of the child
                

           /__/__/

17. 
Father’s occupation: 1= jobless, 2= day labourer/farmer, 3= taxi driver, 4= service holder, 5= businessman, 6= other (please specify) 9= not applicable
/__/

18. 
Father’s education (1 point for each class e.g. up to class X, Point 10, SSC-11, At Intermediate level-12, HSC-13, At B.A. level-14, B.A-15, At MA level-16, M.A-17) 
/__ /__/   



19. 
Mother’s education (code as above) 


                           /__ /__/

20.    Mother’s occupation: 1= jobless, 2= day labourer/farmer, 3= taxi driver, 4= service holder, 5= businessman, 6= other (please specify) 9= not applicable


/__/

Feelings Questionnaire

Sometimes we feel sad and unhappy and other times we feel good.  I now want to ask you some questions about how you’ve been feeling this past week.

Q1.  Did anything unusual happen that bothered you during the last week?    Yes   No
If yes, what? ______________________________________________________

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.

During the past week (e.g. from last _____ until today):

Q2.  How many days did you not want to eat anything, even though you were hungry?

                                          
____________ days

Q3.  How many days did you feel so down that nothing could cheer you up?





____________ days

Sometimes we feel that we’re no good and other times we that we’re just as good as everyone else.

Q4.  How many days in the last week did you feel that you were just as good as other people?





____________ days

Q5.  How many days could you not do anything attentively?





____________ days

Q6.  How many days did you feel depressed?





____________ days

Q7.  How many days did you feel that easy work was just too difficult to do?





____________ days

Q8.  How many days did you think that the future looks bad?





____________ days

Q9.  How many days did you think your life had been a failure?





____________ days

Q10.  How many days did you feel scared that something bad was going to happen, even though it was not likely?





____________ days

Q11.  How many nights did you not sleep well and toss and turn?





____________ nights

Q12.  How many days did you feel happy?





____________ days

Q13.  How many days did you have no interest in talking to anyone?





____________ days

Q14.  How many days did you feel lonely?





____________ days

Q15.  How many days did you feel that no one cares about you?





____________ days

Q16.  How many days did you enjoy yourself?





____________ days

Q17.  How many days did you feel like crying?





____________ days

Q18.  How many days did you feel so sad that you had no interest in anything?





____________ days

Q19.  How many days did you feel that people don’t like you?





____________ days

Q20.  How many days could you not get going and didn’t feel like moving?





____________ days

Q21.  How many days did you feel that life is just a whole heap of disappointments?





____________ days

Q22.  How many days did you feel that life is just one problem after another problem?





____________ days

Q23.  How many days did you get tired for no reason?





____________ days
gvbwmK Abyf‚wZi cÖkœvejx

Feelings Questionnaire
gv‡S gv‡S Avgv‡`i gbUv Lye fvj _‡K Avevi KL‡bv KL‡bv wb‡R‡K Lye AmyLx g‡b nq| Avgv‡`i g‡a¨ wKQy wKQy gvbyl Av‡Q hviv me mgq Lye nvwm Lykx _v‡K Avevi †KD †KD mviv¶b gb Lvivc K‡i _v‡K| Avgviv ZvB wewfbœ gv‡q‡`i mv‡_ K_v e‡j †`L‡Z PvB hv‡Z Avgiv G e¨vcv‡i wKQy Ki‡Z cvwi| GRb¨ Avcbvi mn‡hvwMZv Avgv‡`i GKvš� `iKvi| Avgiv Avcbvi mv‡_ †h K_v ¸‡jv ej‡ev †m ¸‡jv m¤•�Y© †Mvcb ivLv n‡e| G¸‡jv ïay GKUv M‡elYvi Kv‡R e¨envi Kiv n‡e|  Avgiv A‡bK Av‡Mi K_v g‡b ivL‡Z cvwi bv| wKš‘ Lye KvQvKvwQ mg‡qi K_v g‡b ivL‡Z cvwi| †m Rb¨ MZ GK mßv†n Avcbvi gbgvbwmKZv †Kgb wQj †m e¨vcv‡i Avcbvi Kv‡QwKQy Rvb‡Z PvBe| 

*  MZ 1 mßv‡n wK Ggb †Kvb NUbv N‡U‡Q hv Avcbv‡K wPš�vq †d‡j‡Q ? 
  
      Yes=1, No=2   /___/

        hw` n¨vu nq, Zvn‡j wK ------------------------------

(N.B. GK mßvn ej‡Z AvR hw` †mvgevi nq Z‡e MZ †mvgevi mKvj †_‡K AvR‡K mKvj ch©š� mg‡q Avcbvi 

  gb gvbwmKZv †Kgb wQj ev Avcwb †Kgb †eva K‡i‡Qb eywS‡q ejyb)|

Q.1. Avgiv †QvULv‡Uv wel‡q mvaviYZ wei³ nBbv ZvB bv? MZ mßv‡n Ggb †Kvb w`b †M‡Q †h †QvULv‡Uv 
/___/ days

wel‡qI Avcwb wei³ n‡q‡Qb?  (hw` n¨vu nq Zvn‡j KZw`b)

Q.2.  gv‡S gv‡S Avgv‡`i †L‡Z B‡”Q K‡i bv| MZ 1 mßv‡n Ggb †Kvb w`b †M‡Q †h Avcbvi †L‡Z B‡”Q
/___/ days

K‡iwb? (hw` n¨vu nq Zvn‡j KZw`b)

Q.3    MZ mßv‡n Ggb †Kvb w`b †M‡Q †h Avcbvi wb‡R‡K GZ `ytLx g‡b n‡q‡Q †h †KDB Avcbvi `ytL Kgv‡Z
 /___/ days

cvi‡e bv e‡j g‡b n‡q‡Q? (hw` n¨vu nq Zvn‡j KZw`b)

Q.4.  gv‡S gv‡S Avgv‡`i g‡b nq †h Avgv‡K w`‡q fv‡jv wKQy n‡e bv, Avevi G‡KK mgq g‡b nq †m AvwgI 

f‡jv wKQy Ki‡Z cvwi ev AvwgI KviI †P‡q Kg bv|

MZ 1 mßv‡n  Avcbvi wK KL‡bv g‡b n‡q‡Q Ab¨iv hv cv‡i Avcwb Zv cv‡ib bv ?
    

/___/ days
         (hw` n¨vu nq Zvn‡j KZw`b)

Q.5.   MZ 1 mßv‡n Ggb †Kvbw`b †M‡Q †h Avcwb †Kvb Kv‡RB gb emv‡Z cv‡ib wb? 


/___/ days

(hw` n¨vu nq Zvn‡j KZw`b)

Q.6.  MZ 1 mßv‡n Ggb †Kvb w`b †M‡Q †h  Avcwb Lye gb giv ev nZvk wQ‡jb?


   
/___/ days
         (hw` n¨vu nq Zvn‡j KZw`b)

Q. 7   Avgv‡`i Rxe‡b A‡bK KvR Av‡Q mnR Avevi A‡bK KvR Av‡Q KwVb| MZ 1 mßv‡n wK Avcbvi Ggb 
/___/ days
†Kvb w`b †M‡Q  †h mnR KvRI †Póv K‡i Ki‡Z n‡q‡Q ev Kó Ki g‡b n‡q‡Q? 

(hw` n¨vu nq Zvn‡j KZw`b)

Q.8.  MZ mßv‡n Avcbvi KL‡bv wK g‡b n‡q‡Q †h Avcbvi mvg‡bi w`b ¸wj‡Z fv‡jv wKQy nIqvi Avkv Av‡Q?
/___/ days
 Q.9.  MZ mßv‡n Ggb †Kvb w`b Avcbvi g‡b n‡q‡Q †h Avcwb Rxe‡b wKQy¡B Ki‡Z cv‡ibwb ?  

/___/ days
(hw` n¨vu nq Zvn‡j KZw`b)

Q.10    MZ 1 mßv‡n Ggb †Kvbw`b †M‡Q †h Lvivc wKQy NU‡Z cv‡i e‡j AvksKv K‡i‡Qb ev g‡b †Kvb fq KvR /___/ days

K‡i‡Q? (hw` n¨vu nq Zvn‡j KZw`b)

Q.11    MZ 1 mßv‡n Ggb †Kvb ivZ ‡M‡Q †h Avcbvi iv‡Z fv‡jv Nyg nqwb, ïay Gcvk I cvk K‡i‡Qb ?

  

        (hw` n¨vu nq Zvn‡j KZw`b)





 /___/ Nights
Q.12  MZ mßv‡n KZw`b Avcbvi wb‡R‡K myLx g‡b n‡q‡Q ?





/___/ days

Q. 13   MZ 1 mßv‡n Avcbvi Ggb †Kvb w`b †M‡Q †h  KviI mv‡_ K_v ej‡Z G‡Kev‡iB B‡”Q K‡iwb?

/___/ days

(hw` n¨vu nq Zvn‡j KZw`b)

Q.14
MZ 1 mßv‡n Avcbvi KLbI GKv GKv ev wbtm½ †j‡M‡Q? (hw` n¨vu nq Zvn‡j KZw`b)

/___/ days
Q.15 MZ mßv‡n Ggb †Kvb w`b Avcbvi g‡b n‡q‡Q †h ‡KD Avcbvi †Lqvj K‡i bv ev, Avcbvi K_v fv‡e bv ? 
/___/ days

(hw` n¨vu nq Zvn‡j KZw`b)

Q.16. MZ mßv‡n KZw`b Avcbvi g‡b d‚w©Z d‚w©Z fve wQ‡jv?
     
 



/___/ days
Q.17. MZ mßv‡n KZw`b Avcbvi Lye Kvu`‡Z B‡”Q K‡i‡Q ?

     
  


/___/ days
Q.18.  MZ 1 mßv‡n Ggb †Kvb w`b †M‡Q †h Avcbvi GZB gb Lvivc n‡q‡Q hvi Rb¨ †Kvb wKQy‡ZB Avcwb Avb›` cvbwb 

         ev Avcbvi fv‡jv jv‡Mwb ? 


(hw` n¨vu nq Zvn‡j KZw`b)  
 
  
/___/ days
Q.19. MZ mßv‡n Avcbvi KL‡bv g‡b n‡q‡Q †h Avcbv‡K †KD cQ›` K‡i bv ?
      
  

/___/ days
(hw` n¨vu nq Zvn‡j KZw`b)

Q.20. MZ mßv‡n Avcbvi Ggb †Kvb w`b †M‡Q †h Avcbvi ‡Kvb wKQy Ki‡Z B‡”Q K‡iwb ev †Kv_vI †h‡Z B‡”Q K‡iwb?

          (hw` n¨vu nq Zvn‡j KZw`b)





      
  

/___/ days
Q.21. Rxe‡bi mewKQyB wbivkvq fiv GK_vwU wK MZ mßv‡n Avcbvi g‡b n‡q‡Q ?      
  

/___/ days

         (hw` n¨vu nq Zvn‡j KZw`b)

Q.22. Rxeb gv‡bB ïay GKUvi ci GKUv mgm¨v, MZ GK mßv‡n GK_vwU wK Avcbvi KL‡bv g‡b n‡q‡Q? 
/___/ days
        (hw` n¨vu nq Zvn‡j KZw`b)

Q.23.  MZ mßv‡n Ggb †Kvb w`b †M‡Q †h Avcwb AKvi‡b nqivb ev K¬vwš� †eva K‡i‡Qb ?
    

/___/ days
         (hw` n¨vu nq Zvn‡j KZw`b)

                        Check List


      After completing the protocol, please check that the  following selected items have been included.

1.  Face Sheet Included       X                     


2.  Approval of the Division Director on Face Sheet   X

3. Certification and Signature of  PI on Face Sheet, #9 and #10 

                                                                                                             X


4.  Table of Contents     X

5. Project Summary    X


6.  Literature Cited    X


7. Biography of Investigators   X


8.  Ethical Assurance            X


9.  Consent Forms                 X


10.  Detailed Budget            N/A
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