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ROJECT 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: Ruchira Tabassum Naved


Project Name: The impact of violence against women on reproductive outcome and child survival, a secondary data analysis.
Total Budget: US$ 9486                   Beginning Date:  1/11/04             Ending Date: 31/10/05



  Intimate partner violence is common in all cultures, with a wide range of individual and public health consequences (Krug 2002). In a case referent study in Nicaragua the occurrence of low birth weight was three times higher for women who were abused by their partners (Valladares 2002), furthermore in another population based study violence against women was associated with  six times higher risk of infant and child mortality (Åsling-Monemi 2003). Still information is limited and needed regarding violence against women and effects on reproductive outcome and health of the offspring. Improved knowledge on the wide range of health consequences may further strengthen efforts to combat intimate partner violence and improve intervention programs.


In this project we will perform secondary analysis of already existing data from a recently completed study on violence against women in Matlab, Bangladesh (Naved et al 2003) and longitudinal health and demographic information. Linkage of the two databases will allow us to address the issue of effects of intimate partner violence against women on pregnancy outcomes and child survival. The study will look into violence against women as a possible risk factor for fetal loss, infant mortality and under five mortality. The specific aims of this study are: (1) to explore the impact of violence against women on mortality risks of their offspring before 5 years of age and (2) to asses whether violence against women precedes having many children and (3) to assess the impact of this violence on pregnancy outcomes such as miscarriges and perinatal death. In the study data will be linked from (1) the ICDDR, B-Naripokkho study on violence against women, which includes 1600 rural women (Naved et al 2003) with (2) ICDDR, B’s health and demografic surveillance system (HDSS) with monthly updates on births, deaths, marriges and identifications of pregancies. Linkage between the two databases makes it  possible to construct complete reproductive life lines in relation to the information on experience of violence. The data linkage will be done by a unique ID code assuring complete anonymity of all women included and identifyers will be removed from the linked dataset before analysis. The study will be implemented by a multi-disciplinary research group including gender specialist, epidemiologists and pediatricians. Results will be communicated to policy makers and planners, in conferences and workshops, and though scientific papers in peer-reviewed journals.
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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.


In a large number of surveys from around the world 10-69% of women have reportedly been physically assaulted by an intimate partner at some point in their lives (Krug 2002). A plethora of individual and public health consequences is associated with intimate partner violence. Even so, there is lack of knowledge on some of the health consequences, such as effects on pregnancy and health and survival of the offspring. WHO has called for efforts to uncover as much basic knowledge as possible in this field (Krug 2002). In a case referent study in Leon, Nicaragua the authors could show that the occurrence of low birth weight was three times higher for women who were abused by their partners (Valladares 2002). Further, in another population-based study violence against women was associated with a six times higher risk of infant and child mortality (Åsling-Monemi, 2003). 

The hypothesis to be tested in the present study is that violence against women increases negative pregnancy outcomes and infant and under five mortality and in this setting. If so, this would contribute to knowledge to be used in preventive strategies against intimate partner violence.

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).


1. To study the impact of violence against women on mortality risks of their offspring before 5 years of age (infant and under five mortality) in rural Bangladesh.

2. To assess whether onset of violence against women precedes having many children and affects pregnancy outcomes such as miscarriage and perinatal death.
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).

                                                                                                                                                                                          

Violence against women is usually defined as any act of gender-based violence that results in, or is likely to result in, physical, sexual or mental harm or suffering to women, including threats of such acts, coercion or arbitrary deprivation of liberty, whether occurring in public or in private life. Severe physical violence is defined as hit with fist or something else, kicked, dragged, beaten up, choked, burnt, threatened to or actually injured by a weapon or something else (Krug 2002).  

Women who are targets of physical aggression generally experience multiple act of violence and some studies present that as many as 70% of the abused women have experienced severe violence (Ellsberg 1999). Women’s physical as well as mental health is seriously impaired from living within a violent relationship (Stark 1996, Krug 2002).

Violence starts early along a reproductive life line. Young girls may be sexually harassed in adolescence as described in an analysis of women’s situation in South Asia (Naved 2003), and one in ten Nicaraguan women were severely sexually abused before the age of 13, as reported from an anonymous survey in Leon (Olsson 2000). Adolescent girls may be forced into early pregnancies, and studies consistently show that unwanted pregnancies and having many children are more common among women how have been exposed to violence (Gazmararian 1995, WHO 2002). A recent study from Leon, Nicaragua suggests that intimate partner violence precedes having many children, contrary to the general opinion that has described the reverse association (Ellsberg 2000). 

Violence against women occurs in 1-20% of all pregnancies (Gazmararian 1996) and has a tendency to increase in severity during pregnancy (Campbell 1998). In a hospital-based case-referent study in Nicaragua the authors showed that partner violence against pregnant women increased the risk of low birth weight by a factor of three (Valladares 2002). That finding is supported by a few other studies, most of them performed in high income countries, and there are reports that violence against pregnant women increases the risk of negative pregnancy outcome, such as miscarriages, preterm labour, stillbirth, foetal injury and low birth-weight (Murphy 2001, Krug 2002).

A study in rural India indicated an association between wife-beating and foetal loss as well as infant death (Jejeebhoy 1998). With a community-based case-referent design in Nicaragua, it was shown that intimate partner violence was an important risk factor for infant and child mortality (Åsling-Monemi 2003). An editorial commentary to the paper urged for more studies that could confirm or reject these findings and if proven correct the results would be additional arguments for implementing effective preventive strategies against intimate partner violence (Butchart 2003). The study showed that abused mothers had lost a child in the neonatal period more often than the non-abused mothers (Åsling-Monemi 2003). This could be explained by low birth-weight and/or preterm delivery that are well known risk factors for neonatal mortality (Kliegman 1997). Preterm delivery may be provoked by direct abdominal trauma (Ribe 1993) or foetal growth could be restricted due to changes of physiology such as increased levels of stress hormone (Omer 1988, Wadhwa 1996) or immunological factors (Omer 1988, Paarlberg 1995) affecting the pregnant woman who are exposed to partner violence.  

In addition, it was also found an increased risk when women were exposed to violence for post-neonatal and child death, especially death in diarrhoeal diseases (Åsling-Monemi 2003). Violence may interfere with the caring capacity of mothers through emotional distress, substance abuse or because they are physically prevented from obtaining care for their children (Rao 1993, Ellsberg 2000). Maternal stress may also affect her on ability to obtain adequate nutrition, rest, exercise and medical care during pregnancy (Gazmararian 1995). In addition, studies have described behavioural problem and psychological problems among children of abused mothers (Edleson 1999). However, knowledge is limited regarding the possible consequences of violence against women on growth and morbidity of their offspring, although failure to thrive has a well-known association with domestic violence and neglect (Krugman 2003).  

South Asia is declared to be a region with prominent gender inequalities and high level of domestic violence (Krug 2002). In a population based study conducted in seven cities in India, 40% of all women had experienced physical abuse and 50% of them had been beaten during pregnancy (ICRW 1999). In Bangladesh, different studies performed in rural areas during the 90s, present a prevalence of wife abuse between 32-51% (Schuler 1996, Steel 2001, Koenig 2003, Bhuiya 2003) and almost 14% of maternal death in pregnancy was described to as a consequence of violence (Rahman 1993).

Furthermore, in Bangladesh, preliminary data from a population-based study on violence against women show that the lifetime prevalence of physical violence against women, with an intimate partner as the offender was 42% in rural areas (Naved 2003). A quarter (25%) of the ever-abused women reported experience of severe physical violence. Ten percent of ever-pregnant women in urban area and 12% in rural areas reported experience of physical abuse during pregnancy. The proportion of women reporting poor or very poor health was higher among those who had experienced physical violence. The average number of pregnancies was higher among physically abused women, 3.6 compared to 3.1 among the non-abused. In addition, a greater proportion of women exposed to physical violence by their partner had lost a child (25%). In the never abused group this was 18% (Naved et al 2003).
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). 


Definitions

Physical and sexual intimate partner violence against women will be considered in this study.

Moderate physical violence is defined as slaps, pushes and shoves.

Severe physical violence is defined as hit with fist or something else, kicked, dragged, beaten up, choked, burnt, threatened to or actually injured by a weapon or something else 

Forced sexual acts will be considered as sexual violence.

Infant mortality rate is defined as the probability of dying between birth and one year of age expressed per 1000 live births. 

Under five mortality is defined as the probability of dying between birth and five years of age expressed per 1000 live births.

The study site

Matlab, study site of this study is located in a regularly flooded area of rural Bangladesh, intersected by a network of tidal rivers. The economy is dominated by subsistence agriculture with high level of landlessness.  About 56% of the households own less than 50 decimals of cultivable land (ICDDR, B, 1998). In Matlab an overwhelming majority of the population is Muslims (ICDDR, B, 1998; DHS, 2001). Poverty is pervasive and the level of education is quite low with high proportion of population having no education at all (41% in Matlab ICDDR, B, 1998). 

Under five mortality rate was 68 in 2002 in the Matlab area (ICDDR, B 2004), whereas at the national level the rate was 80 per 1000 live-births (Streatfield 2003). Eighty-three percent of pregnancies resulted in live birth the same year (ICDDR, B 2004).

Gender relations in Bangladesh are highly skewed in favor of males. Systematic devaluation of women is manifested in their lesser claim to subsistence resources within the household. Descent in Bangladesh is organized along patrilineal lines. Consequently, biological paternity of the child becomes crucial social issue necessitating surveillance and control over women’s sexuality and reproduction. This is manifested in early marriage of girls and in institutionalization of purdah. Once married, a woman usually looses support networks of her own kin and on the other hand, there is little basis for solidarity with her husband’s kin (Kabeer 1988).

Apart from its implications for women’s personal autonomy, the prevailing system of gender relations also defines and limits their economic and social power. Male and female space is differentiated by the institution of purdah, which underwrites a division of labor confining women’s legitimate sphere of activities to the boundaries of the homestead, serving both to obscure the value of the labor which they perform within the household and to restrict their access to mainstream employment opportunities. Women’s role in production (creating or adding value) is deemed as subsidiary, negligible and unimportant. Moreover, women’s contribution to the creation of market value remains socially invisible because of their absence at the point at which their value is realized. (Cain et al 1979; Kabeer 1988; Amin 1995). Their contribution in reproduction of family labor (i.e., bearing and rearing children as well as reproduction of labor power on a daily basis) is again recognized as merely adding value to the creation of men. 

We have participated in a recently completed study on women’s health and life events in Bangladesh; a study of violence against women that is part of the WHO Multi-Country Study. A total of 3130 women participated in the Bangladesh study, conducted during June 15- November 25 2001, whereof half was randomly selected in a multi-stage sampling procedure in the urban areas of Dhaka, and the other half was randomly selected in the rural area in Matlab. In the rural area, the household list was obtained from the ICDDR, B database and households were randomly selected from the database. The age and initials of all females in selected households were recorded and women eligible for interviews were identified. One woman from each household was approached for interview. Particular attention was paid to a number of ethical considerations in the study. Interviews were taken only in private. The questionnaire included broad aspects of women’s health and life experiences, socio-economic and family situation data as well as an extensive section on violence. Counselling services were offered to those women who reported ever experiencing violence or having mental health problems. 

Almost all (95%) women included in the study were currently married, 1,5% were divorced and 3, 2% widowed. More then 50% in this group of rural women were older than 30 years of age and the illiteracy level was high, 41% had no formal education. 

Planned secondary data analyses.

The questionnaire described above, includes a brief section on reproductive health, pregnancy outcome and survival of the offspring.

In Matlab, where this study included 1600 women, a health and demographic surveillance system (HDSS) has been running in a 220,000 population since mid-1960s, with monthly updates of births, deaths, in- and out-migration, marriages, and identification of pregnancies. All 1600 women are part of the HDSS. Through a data linkage between the survey data tables and HDSS data tables for these women (linked by unique ID codes) it is possible to construct complete reproductive life lines linked to the information on experiences of violence and time at start of violence. Thus, a longitudinal analysis is possible on violence and age at marriage, age at first pregnancy, spacing between pregnancies, number of pregnancies, pregnancy outcome and perinatal, infant and under five survival. HDSS data include prospectively collected information on family planning, use of antenatal services, place at delivery, sex of live-births, causes of death and use of some child health services. The analysis will include a comparison of dichotomous outcomes (e.g. foetal loss or not) between women who had experienced violence or not. In addition, a life table technique will be used to follow pregnancy and infancy for women with and without experiences of violence. All different variables describing socio-economic characteristics (such as education, family situation, living conditions, income etc) of the women included will be considered in order to adjust for possible confounders. Furthermore, the whole range of information on violence (frequency, severity, physical, sexual etc) will be used to evaluate the possible impact on reproductive outcome and survival of the offspring. The prospectively collected data and time information will make causal inferences possible. The sample size (1600 women, 42% exposed, infant mortality rate 60/1000) will make it possible to demonstrate differences in infant mortality of 20/1000 or more (95% CI). In some of the other analyses the power will be sufficient to demonstrate smaller differences.

The data linkage will be done by a unique ID code, created in data software, assuring complete anonymity in aspects of village, household and person of all women included. Datafiles will be used only for research purpose and will not include any data that is not of direct interest for the project described. Only members of the research team will handle and work with the new dataset. Data will be kept in secure system and will be pass-word protected. 

Time plan

Linkage of data bases will be performed in early 2005 and analysis will be performed during 2005. 1-2 papers will be submitted to peer reviewed scientific journals during 2005-2006. The paper(s) will report on the possible association between different aspects of violence against women and pregnancy outcome and child survival, including adjustment for possible confounders such as socio-economic characteristics. We will evaluate age at first marriage and first pregnancy, birth intervals, number of pregnancies, pregnancy outcomes (such as miscarriages, abortions, stillbirths) and perinatal, infant and child mortality in relation to violence against mothers. 

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).  


Data linkage and preparation of data set for analysis will be performed at ICDDRB in close collaboration between the PI, the PhD student and staff from the HDSS data management team. Analysis will be performed jointly with both ICDDRB researchers and researchers from Uppsala University.

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 analyzed by the investigators, principally by Kajsa Åsling-Monemi, and by the senior researchers listed. Data will be without ID identifiers and will not be made available for any other persons but the research team.

Initially data linkage between the two databases will be done using a unique code to assuring complete anonymity in aspects of village, household and person of all women included. 
SPSS software package (8, 0) will be used for univariate, descriptive analyses and multivariate modeling. The analysis will include a comparison of dichotomous outcomes (e.g. foetal loss or not) between women who had experienced violence or not. A life table technique will be used to follow pregnancy and infancy for women with and without experiences of violence. Adjustments for potential confounders will be made.

Series of logical data controls will automatically be performed during data handling procedures as well as on the final data set.


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.

Permission for the original study on violence against women was obtained from the Ethical Review Committee at ICDDR,B. Permission for data linkage for secondary analysis will be sought after review of the protocol by Research Review Committee.

It should be noted, that the final database for analysis would not include identity information, so that it would not be possible to identify individuals from the database. Data will be kept in secure system and will be password protected. 

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.


The study will not include animals.
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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.


Results will be communicated to policy makers, planners, program people and researchers in Bangladesh and outside, through conferences and workshops, and through scientific papers in peer-reviewed journals. The paper(s) will report on the possible association between different aspects of violence against women and pregnancy outcome and child survival, including adjustment for possible confounders such as socio-economic characteristics. We will evaluate age at first marriage and first pregnancy, birth intervals, number of pregnancies, pregnancy outcomes (such as miscarriages, abortions, stillbirths) and perinatal, infant and child mortality in relation to violence against mothers.
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)


This study will be conducted under a collaborative arrangement between ICDDR, B and Uppsala University. 
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International Centre for Diarrhoeal Disease Research, Bangladesh

Voluntary Consent Form


Title of the Research Project:  The impact of violence against women on reproductive outcome and child survival, a secondary data analysis

Principal Investigator: Ruchira Tabassum Naved

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.


Not applicable


Signature of Investigator/ or agents                                                                              Signature of Subject/ Guardian

 Date:                                                                                                                                   Date:

Continuation Sheet (Number each sheet consecutively)


Detailed Budget for New Proposal


Project Title:


Name of PI:


Protocol Number:                                             Name of Division:


Funding Source:                                 Amount Funded (direct):                        Total:                      Overhead (%)


Starting Date:                                     Closing Date:


Strategic Plan Priority Code(s):


	Sl. No


	            Account Description
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	Other Contractual Services
	
	
	

	
	Repair and Maintenance
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	Printing and Publication
	
	
	

	
	Staff Development
	
	
	

	
	
	
	

	
	
	
	

	
	Sub Total
	
	
	


	
	Interdepartmental Services


	1st Yr
	2nd Yr
	3rd Yr

	
	Computer Charges

	
	Pathological Tests
	
	
	

	
	Microbiological tests
	
	
	

	
	Biochemistry Tests
	
	
	

	
	X-Rays
	
	
	

	
	Patients Study
	
	
	

	
	Research Animals
	
	
	

	
	Biochemistry and Nutrition
	
	
	

	
	Transport
	
	
	

	
	Xerox, Mimeographs etc.
	
	
	

	
	Sub Totals
	
	
	

	
	Other Operating Costs
	
	
	

	
	Capital Expenditure
	
	
	



Budget Justifications


Please provide one page statement justifying the budgeted amount for each major item.  Justify use of man power, major equipment, and laboratory services.


The PI would invest 10% of her time to the study. The data management person needs to allot 12% of her/his time. A data entry and cleaning person is required at GS3 level for two months. Data extraction costs are estimated by HDSS. Travel costs are mainly required for data cleaning purposes. Minimal supplies and required and a minimal amount is needed for communication and dissemination. Just in case a minimal amount is kept for miscellaneous costs.
Other Support

Describe sources, amount, duration, and grant number of all other research funding currently granted to PI or under consideration. (DO NOT EXCEED ONE PAGE FOR EACH INVESTIGATOR)


                           Check List


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



1.  Face Sheet Included               √                    


2.  Approval of the Division Director on Face Sheet                √

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

4.  Table on Contents        √

5. Project Summary         √

6.  Literature Cited          √

7. Biography of Investigators            √

8.  Ethical Assurance                   √

9.  Consent Forms


10.  Detailed Budget                     √
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