Abstract Summary for Ethical Review Committee
Case Studies for Safe Motherhood:  Learning from South Asian Programs

The international community resolved in 1987 to reduce maternal mortality around the world, yet now as then, more than 500,000 women die each year from pregnancy-related complications, nearly half in Asia.  With achievement of the MDG 5 (reduce maternal mortality ratios by three-quarters between 1990 and 2015) as the stimulant and ultimate goal, we will work with policymakers and program managers in up to six sites in South Asia (Pakistan, Bangladesh, and the Indian states of Tamil Nadu, Andra Pradesh, Rajasthan and Gujarat) to develop recommendations for policies and benchmarks for Safe Motherhood program performance.  Case studies and operations research of successful and unsuccessful areas in these sites, stakeholder analyses and meetings, and assessment of affordability and replicability in resource-poor settings, will guide the development of recommendations and benchmarks.

1. In developing the case studies, we will interview key informants, those policymakers/program managers who have been involved with the development and implementation of the Safe Motherhood programs in each of the selected sites over the past decade or two.  These interviews will focus on the development of the plans and policies for Safe Motherhood programming, the implementation of the plans, and the obstacles and facilitators to effecting the plans/polices.  

After development of the case descriptions of each site, we will dialogue with stakeholders to identify problem areas and determine the need for further data collection. An addendum detailing the studies identified at that time will be pursued through RRC and ERC. 

2. Potential risks, physical, psychological, social, legal or other are not anticipated from this work.

3.  As the potential risk is minimal, there are no procedures to minimize risks further.

4. In the key informant interviews we will use a consent form—reading it to each interviewee.  While we anticipate that we will need to note their position, names will not be recorded on the interview reports. All interview reports will be kept locked in an office file only accessible to project investigators. 

5. There are no potential risks; even so a signed consent form will be obtained from each individual interviewed.

6. The interviews will take place in the offices of the interviewee. The approximate length of time will be one hour. 

7. The potential benefits to the individuals interviewed will be the accrued knowledge of their plans, actions to the success in the safe motherhood program.  For society we anticipate that knowledge of how the Bangladesh Safe Motherhood program was developed and implemented will identify gaps and hasten future efforts in reducing maternal deaths.

8. There will be no use of records etc in this first phase of the Bangladesh Case Study.
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The international community resolved in 1987 to reduce maternal mortality around the world, yet now as then, more than 500,000 women die each year from pregnancy-related complications, nearly half in Asia.  With achievement of the MDG 5 (reduce maternal mortality ratios by three-quarters between 1990 and 2015) as the stimulant and ultimate goal, we will work with policymakers and program managers in up to six sites in South Asia (Pakistan, Bangladesh, and the Indian states of Tamil Nadu, Andra Pradesh, Rajasthan and Gujarat) to develop recommendations for policies and benchmarks for Safe Motherhood program performance.  Case studies and operations research of successful and unsuccessful areas in these sites, stakeholder analyses and meetings, and assessment of affordability and replicability in resource-poor settings, will guide the development of recommendations and benchmarks.
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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:   Marge Koblinsky, PhD
Project Name: Case Studies for Safe Motherhood: Learning from South Asian Programs


Total Budget                                                     Beginning Date                        Ending Date

  $698,504

   


   01 Oct 2004
     
                30 September 2007


With achievement of the MDG 5 (reduce maternal mortality ratios by three-quarters between 1990 and 2015) as the stimulant and ultimate goal, we will work with policymakers and program managers in up to six sites in South Asia (Pakistan, Bangladesh, and the Indian states of Tamil Nadu, Andrah Pradesh, Rajasthan, and Gujarat) to develop recommendations for policies and benchmarks for program performance.  The focus will be settings with MMRs greater than 300 that report little or no progress over the past decade toward MMR reduction or uptake of skilled birth attendants as a proxy.  Information to support the recommendations will come from local assessments of program elements associated with successful MMR reduction in Malaysia, Sri Lanka and China. These include:

· high availability of birthing facilities and skilled birth attendants;

· reduction of known barriers to use of intrapartum care, including transport, costs, distance,  perceived poor quality care, and social barriers; 

· supportive government policies; 

· coordination of the health system to effect referrals; and 

· targeting of disadvantaged areas.  

These elements will also be assessed in other successful South Asian settings (e.g., Kerala, Matlab) to enhance their usefulness. 

Steps to determine the recommendations include stakeholder meetings to advise and interpret research; assessment of program elements by local researchers through operations research and case studies of past and present program inputs and policies; and an assessment of affordability of select program elements across settings.  Policymakers will be asked to help interpret the research through periodic informal and formal meetings during the assessments as well as a workshop with their peers from successful settings to determine future directions following data analyses.  

By examining how the elements are approached through policy and program implementation, how they influence the interface of services with women in less and more successful settings, and their affordability and replicability in resource-poor settings, recommendations for feasible context-specific programming for safe motherhood can be determined and benchmarks for progress set. 
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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.


The hypothesis is that health programs with strategies to reduce maternal mortality through provision and use of skilled birth attendance, including referral for emergency obstetric care, can reduce maternal mortality. 

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).


Specific aims:  

1. To work with policymakers and program managers to determine recommendations and benchmarks for program implementation and strategic policies for improved safe motherhood.

Outputs: 

1.  Document policies and practices at the interface between providers and women/families in successful and unsuccessful sites over time (where success is measured by available data on MMR that is less than 300 or increased uptake of skilled attendance/ts over the past decade) 

2. Identify barriers to progress and options to address them.

3. Determine affordability of select elements (alternative packages)

4. Make recommendations for policy and set benchmarks for program implementation.

5. Document lessons learned from case studies based on secondary analyses of extant data, and limited operations research, qualitative studies, costing studies and periodic stakeholder meetings. 

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).

                                                                                                                                                                                          

The international community resolved in 1987 to reduce maternal mortality around the world, yet now as then, more than 500,000 women die each year from pregnancy-related complications, nearly half in Asia. Although it is assumed that providing obstetric care, and specifically assistance at delivery by a skilled birth attendant in an enabling environment including referral to emergency obstetric care, is an essential component of Safe Motherhood programs, how to deliver such care remains context-specific with some configurations reportedly more successful than others. 

The review of successful delivery care programs in Asia (China, Malaysia, Sri Lanka) yielded four basic models of delivery care (Koblinsky et al 1999). These models are best described by organisational characteristics of where women deliver and with whom they deliver.  In Model 1, deliveries are conducted at home by a community member trained briefly, e.g., traditional birth attendant. In Model 2, deliveries remain in the home, but are performed by a professional. Model 3 moves delivery to a Basic Essential Obstetric Care (BEOC) facility where a professional delivers the infant, and in Model 4, all women deliver in a Comprehensive EOC facility with a professional. 

Preliminary conclusions can be drawn about the organisation of safe motherhood programs from the analyses of the Asian success stories, such as the following:

1.   Although there is some success under Model 1 with traditional birth attendants linked with CEOC facilities, there is no evidence that it can result in a MMR below 100.  Typically Model 1 settings have high MMRs. 
2.    With introduction of a skilled birth attendant with strong referral support, the MMR can be greatly reduced. Countries operating under Models 2-4 that involve professional attendants at delivery either at home or at a health facility, have succeeded in reducing the MMR to 50 or below. 

3.     Model 4, arguably the most advanced Model where women deliver in referral facilities, might not bring the MMR below 100. Iatrogenic problems resulting in maternal deaths have been reported from several urban areas in the developing countries, such as Mexico City, where such a Model of services is used. It appears that not all countries are ready for Model 4, and affordability by many developing countries is uncertain. 

4. There is little data to determine which of the configurations with skilled birth attendants (Models 2-4) is most cost effective, and what the constraints are in terms of management, training, specific skills needed, maintenance of skills, supervision, and acceptability to women. Additionally, successful movement towards Models 2 and 3 (with professional attendance at birth) requires strong linkages with the community, whether through a traditional provider, via popular demand or community mobilization.  Strong policy and program management have guided the transition process in the successful countries. 

5. Once demand for delivery care at a health facility exists, however, women usually go to referral facilities (Model 4). Reversing this trend such that referral facilities are used primarily to manage complicated births is difficult, although some success was achieved in Lusaka, Zambia through insurance mechanisms.
The programmatic history of countries successful in reducing maternal mortality, such as China (rural), Sri Lanka and Malaysia, has also proved useful to determine operational elements associated with reduction of maternal deaths (as shown in Box 1) (Koblinsky et al 1999; Koblinsky and Campbell 2003; Pathmanathan et al 2003).  While major challenges are typically the lack of available skilled birthing care, poor quality of care, and/or lack of use of such care when available due to costs, distance and other traditional barriers, transitioning to use of skilled care and the lowering of the MMR can take decades. Halving the MMR in the successful countries for example, has typically taken a decade.  The objective of this study is to learn from successful sites, projects or other Asian countries, so that benchmarks for programs can be set for a more rapid transition in unsuccessful sites.  

In the present study, South Asian sites that have been successful (eg., Kerala, Tamil Nadu, Matlab) and those that have not been successful in reducing maternal mortality or in increasing use of skilled birth attendance or emergency obstetric care will be selected for in-depth analyses. Unsuccessful sites will be selected because they are Model 1 settings: where the traditional birth attendant, a relative or self, is the primary birth provider and maternal mortality ratios are high-- greater than 300. By examining how the elements in Box 1 are approached through policy and program implementation and how they influence the interface of services with women in the successful and less successful countries or settings, we propose that recommendations for feasible, context-specific programming for safe motherhood can be determined and benchmarks for progress set.

Using a case study approach we will begin with the development of case descriptions of the historical and present situation in unsuccessful and successful sites.  Specific topics that will be pursued include barriers/facilitators for the programmatic elements--community-based skilled birth attendants, referral units, referral systems—and the primary maternal killer, bleeding (e.g., blood banks, post-partum hemorrhage, pollution etc).  Secondary data will be analyzed  (documents of plans, policies; survey and facility reports; management information reports and other extant data). Key informant interviews of people who have knowledge of the history of the safe motherhood program in these sites will also provide information for the case descriptions.  Stakeholders (policymakers, program managers, community leaders and others) will be engaged in problem diagnosis of the case descriptions.  

To address the identified problems, further data collection, including limited primary data collection and analysis (e.g., further key informant interviews, operations research and qualitative studies), will be undertaken to develop alternative solutions to the barriers to progress. Limited economic analyses to determine the costs of the alternative solutions, and analyses of the elements contributing to success in successful sites will provide input to the discussions of feasible solutions. Stakeholders will again be involved in discussions of the solutions and their feasibility.  We anticipate that solutions will fall into three categories:  no major resource inputs or reallocation but improved political commitment; moderate resource inputs and reallocation; and major resource inputs. 

Selection of specific packages of solutions will be costed and benchmarks (drawing from the experience of successful sites) selected in collaboration with the stakeholders.

Documentation of the case study approach including stakeholder involvement will result in publications and a supplement or book that will help to inform safe motherhood program development beyond the sites of the study.


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). 


Site Selection:  

We will compare critical programmatic elements, structures and practices (of health systems, providers and families/women) of known successful states (Kerala, Tamil Nadu ), project sites (Matlab’s MCH/FP) and Asian countries (China, Sri Lanka and Malaysia) (Box 1) with those of sites that have not achieved success toward lowering their maternal mortality.  

“Success” is based on available MMR data (<300 is considered successful) or an increased trend in the use of skilled birth attendants/EmOC over the past decade.  The MMR data are typically estimates based on poor data (registers, vital registration) but it is exactly because we cannot measure the MMR in a research context that this case study methodology has evolved. 

Within this broader frame, specific sites for study will be selected based on availability of documentation (e.g., Bangladesh Maternal Mortality Survey), research opportunity, competent and committed researchers and stakeholders, and variability in programming and outcomes in efforts to improve safe motherhood programming.  

Program development and research methods:  

1. Stakeholder analyses and participation: Key stakeholders are those who can significantly influence the project or are most important if the project’s objectives are to be meet.  A stakeholder analysis tool, aims to:

· Identify and define the characteristics of key stakeholders;


· Assess the manner in which they might affect or be affected by the program/project outcome;

· Understand the relations between stakeholders, including an assessment of the real or potential conflicts of interest and expectation between stakeholders;  

· Assess the capacity of different stakeholders to participate (e.g., participation runs on a continuum from “inform” to “control”). 

Stakeholder participation is defined by DFID as the “process whereby stakeholders—those with rights (and therefore responsibilities) and/or interests—play an active role in decision-making and in the consequent activities which affect them.” A case studies approach as used in business/management, will be used to involve stakeholders in defining the problem through discussions of case descriptions, deciding elements to assess, advising and interpreting research, and finally in selecting feasible solutions and benchmarks to measure future progress. Continuous workshops with stakeholders may encourage participation as well as ownership. 

2.  Through a case study methodology, elements concerning the implementation of the factors in Box 1 will be explored in both successful and non-successful sites through extant data (development plans, MOH reports, research reports, published/unpublished studies and surveys), and interviews and group discussions with key informants (those involved with program implementation, policy making, and present-day providers, community leaders, mothers/fathers). More specifically, programmatic elements (skilled birth attendants at community level [outreach or village based], Comprehensive EOC facility, referral systems), and one major complication, bleeding, will be explored in both successful and unsuccessful sites at policy/planning level, program implementation, and community/household levels.  

Current hypotheses for maternal mortality reduction that support the selection of these four elements include:

· Improved direct access to treatment of obstetric emergencies.

· Improved referral of high-risk women for hospital delivery (related to improved access to, quality of and utilization of prenatal, TBA care, community level skilled birth attendants). 

· Improved access to and utilization of skilled attendants during delivery (with enabling environment)

· Improved quality of care provided (specifically delivery and immediate postpartum care).

· Increased timely demand by women/families for quality delivery services through birth preparedness and /or community mobilization to overcome such barriers as lack of transport, costs involved, poor recognition and decision making.

· Improved prevention or management of bleeding, the major cause of direct obstetric deaths.

These hypotheses have been developed from ecological evidence in successful studies/sites/countries.  When used in country case studies to date, however, data gaps have not allowed confirmation/rejection of any one hypothesis nor will this be possible in the foreseeable future. The inability to measure significant changes in the MMR given sample size requirements has meant that these hypothesis cannot be tested against this outcome.  It is expected that these hypotheses may be prioritized, modified and adapted in the present study to be more context-specific.

The history of a safe motherhood program is important to follow as the transition from traditional to skilled birthing, from home to facility-based care requires a planned approaches.  To determine how the programs at both successful/unsuccessful sites have evolved and where they are presently in this transition, data will be drawn not only from contemporary program inputs but also through a review of past program inputs.  Prior case studies have reviewed the literature, program and donor documents and interviewed key informants concerning policy and program elements for up to 50 years (Koblinsky et al 2003). 

3. Through operations research and qualitative techniques, we will explore the impact of current policy and program elements on the interface between communities and the formal program in both successful and unsuccessful areas (e.g., training, work schedules, support mechanisms and services provided by front-line workers; accessibility of maternal care providers at subcentre, primary health center, and home levels; referral means and use; top management capacity and commitment; barriers and opportunities to use of such services from the family perspective). It is anticipated that program factors that facilitate positive links between communities/families/women and formal delivery services will lead to greater success in reducing maternal mortality. 

4.  Costs and financing of maternal health care have proved major constraints to program availability and access of such services.  Relevant public budgets and expenditures will be explored along with extant data on community/family expenditures, with a lens on equity and “iatrogenic poverty” (poverty caused by use of maternal health care services).   A health economist will be engaged to pursue costing based on the WHO Safe Motherhood Costing manual:  costs of basic training, continuing education and posting of skilled birth attendants and specialists; supply/equipment costs for providing the enabling environment for skilled birth attendants and for CEOC centers; management/supervision costs pro-rated; costs of care for specific complications if available (e.g., bleeding).  These data will feed into the assessment of feasibility of the alternative solutions developed in collaboration with stakeholders.  Secondary data analysis of documentation of financing efforts and the burden placed on families by use of maternal care will be carried out as available.   

Recommendation development:

Through the case study approach, stakeholders at local site and national levels will be periodically involved—to identify and describe context-specific problems, to advise on directions to pursue, and to determine alternative packages that address the bottlenecks. These packages will fall into three categories:  those that involve no major resource inputs or reallocation but more political commitment; those that require reallocation of resources with moderate level inputs; or those that require major resource inputs. What is feasible by site will be determined through stakeholder/researcher dialogue.   Benchmarks will be determined by stakeholders based on knowledge of the elements in successful sites.

Personnel:  

Local researchers will carry out the research, documenting existing and prior safe motherhood policy and program efforts, investigating the factors that influence implementation of the program elements (Box 1) at the community/services interface concerning the four elements (skilled birth attendance at community level, referral centers with CEOC, referral systems and bleeding), and ensure stakeholder analysis and participation.  Such researchers will be selected for their knowledge, experience, and writings in the field of safe motherhood, either as a practitioner or researcher, as well as their ability to work with local stakeholders.  

Drs. Dileep Mavalankar and K.V. Ramani of the Indian Institute of Management in Ahmadabad will coordinate the Indian state studies.  Most recently Dr. Mavalankar has been involved with the AMDD project in India; he has written extensively on the policies and program management of the Indian Safe Motherhood Program at national level and by major programs (World Bank and others).  Prof Ramani will manage the Indian projects and facilitate use of the case studies approach used in educating managers at all sites.   Ms Nazo Kureshy, independent consultant with more than a decade long history of work in Pakistan’s safe motherhood program, will direct the work in Pakistan. Dr. Marge Koblinsky will coordinate the studies in all sites and direct the work in Bangladesh.  A health economist will join the team to ascertain “affordability” of alternative recommended packages, as described by WHO (Safe Motherhood Costing Methods). 

Workshops will bring together the principle investigators three times in the course of the study: initially to enhance/adapt the study methodologies (including guidelines for stakeholder analyses and participation, case studies, operations research, qualitative assessments and costing analysis) so they are applicable for the settings yet allow for cross-comparison.  A second workshop will take place within 6 months of initiating research, to discuss the four elements selected, stakeholder response to these four themes, analyses of secondary data to date, and the guidelines for primary data collection for operations research, qualitative research and for economic analyses.  Local researchers will join this workshop as is feasible.  A third workshop of researchers will take place near the end of primary and secondary data collection to ensure gaps are filled, and to develop potential feasible packages of interventions for discussion with stakeholders.

In each site workshops will bring together researchers and stakeholders to identify context-specific problems (at 6 months ), discuss alternative solutions (at 12 and 18 months), and through this means guide the researchers to further data collection. Periodic stakeholder meetings at local level will take place throughout the course of data collection and analyses to elicit stakeholder interpretation of research and guidance. A final workshop will bring together researchers and stakeholders across the successful/unsuccessful sites and across the countries to discuss  feasible solutions and set benchmarks for progress.  

A monograph of the final workshop proceedings and country case studies will be widely disseminated to donors, planners and program officials in Asian countries and other interested parties.

Activities and Timing

1. Drs. Marge Koblinsky, Dileep Mavalankar and Ramani (Indian Institute of Management) will select Indian sites based on a review of data of Indian states on delivery coverage, programming efforts, and known opportunities; similarly sites will be selected in Pakistan with Ms. Nazo Kureshy, and in Bangladesh with the ICDDRB (Months 1-3).  Projects and programs resulting in no improvement or success towards the goals of safe motherhood will be selected for comparative purposes.

2. Local researchers for each of the sites will be selected and consultancies established. (Months 1-3)

3. Dr. Marge Koblinsky, Ms. Nazo Kureshy, Drs. Mavalankar/Ramani and the local researchers will determine the factors (e.g., skilled birth attendance at community level, CEOC, referral systems, bleeding) to pursue and discuss with local stakeholders to ensure these are the appropriate themes.  Secondary data concerning these factors will be collected exploring the factors at policy/planning, implementation and community/household levels in all sites.  

4. Dr. Dileep Mavalankar/Prof KV Ramani will develop guidelines for analyses of secondary data and collection/analysis of primary data for the policy/planning and implementation levels.  Dr. Marge Koblinsky and Nazo Kureshy will do the same for community/household data for all four factors.  They will also take the leadership in developing the data instruments re the bleeding factor at implementation level as well as at community/household level. (Months 1-6). 

5. Case sheets (brief descriptions) about these factors at the three levels will be developed by site based on secondary data. The researchers, followed by a workshop with stakeholders in each site, will review these initially. The workshop will focus on problem diagnosis by site and the need for primary data collection. (Month 6)

6. Case development will continue through the next year, including primary data collection and analyses as needed.  Secondary data to elucidate costs of present programs and financing schemes in place (effectiveness if available) will be added. (Months 6-18)

7. Case analysis will involve local stakeholder/researcher workshops to determine lessons learned, elucidate barriers/facilitators and develop feasible solutions, taking into account lessons from successful sites.  These solutions may be at different levels:  requiring no major resources but political commitment; reallocation of resources and moderate resource input; augmentation with major resources.  (Month 24)

8. The principle investigators will refine lessons learned, feasibility of alternative packages and work with stakeholders in benchmarking next steps(months 24-27 )

9. Final write up, publication, dissemination. (Months 24-33)

    Facilities Available

The ICDDR,B RHU will provide the coordination for the multi-country study and direction for the Bangladesh study. Data for the Bangladesh study  may come from the HDSS of Matlab, the BMMS, various DHS and others that provide information regarding the MMR and relevant service provision.  

The Indian Institute of Management, under the direction of Drs. Dileep Mavalankar and Prof Ramani, will provide the coordination and direction of the Indian studies.  

The coordination site of the Pakistan study is yet to be determined.  

 

Data Analysis 

Data analysis will depend on the final selection of factors to pursue, sites, and research instruments. Previous case studies have depended on secondary data analysis focused on addressing the hypotheses listed above.  OR efforts will add a new dimension whereby the effectiveness of the elements will be determined in relation to the interface of skilled provider and woman/community.  Dr. Mavalankar has used this technique in policy/program analyses in India and will direct the analysis for policy/planning and for program implementation. Nazo Kureshy will head up the qualitative research (e.g., complication narratives) and its analysis to ascertain continued barriers/facilitators to effective program implementation.    

The case study approach brings stakeholders into the data analysis process, through an initial workshop aimed at problem identification, and continuous workshops to determine feasible solutions (based on infrastructure availability, existing policy framework, costs and funding options).  Stakeholders will also be involved in the benchmarking effort. 


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.

The research will be based primarily on secondary data already collected by programs. Individuals involved in  qualitative research will be protected through written (or verbal) consent.  

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.

Not Applicable

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.


1. The continuous interaction with stakeholders within each study site during the project period and a final meeting with all stakeholders and researchers is the primary means aimed at increasing use of the learning accrued in the project.  

2. Lessons learned will be published in a monograph (or journal supplement) to be disseminated widely to policy makers and program managers.

3. Specific topics may be pursued through articles submitted to peer reviewed international journals, working papers, and through presentations made in different national and international seminars, workshops and conferences.

4.  Such articles/presentations will be made widely available in web sites of the ICDDRB and other collaborative institutions (Indian Institute of Management). 

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)


The  Indian Institute of Management, Ahmedabad, India, will join the ICDDRB as a subgrantee and manage the work in the Indian sites. 

Ms. Nazo Kureshy, an independent consultant, will select a Pakistan collaborating institute to work with the ICDDRB as a subgrantee. Ms. Kureshy presently resides in the US. 
Program and Policy Implications

The Stakeholder participation effort is aimed at engaging policymakers and program managers directly in the conduct of the study, hence ensuring their ownership while simultaneously requiring the recommendations to be synchronized with their present structures and policy limitations.  

The use of the studies may go beyond the sites selected as other parts of the world suffer similar barriers and challenges. Through larger meetings and focused  reports we will target similar sites for policy and program impact. 
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


:
Marge Koblinsky, PhD

2    Present position

:
Director, PHSD

3    Educational  background
:
PhD-1968-73, Biochemistry, Columbia University, USA

       (last degree and diploma & training

          relevant to the present research proposal)

4.  List of ongoing research protocols  

(start and end dates; and percentage of time)
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4.2. As Co-Principal Investigator

	Protocol Number
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	End date
	Percentage of time
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4.3.   As Co-Investigator  


	Protocol Number
	Starting date
	Ending date
	Percentage of time

	N/A
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


5   Publications 

	Types of publications
	Numbers

	a)   Original scientific papers in peer-review journals                               
	22

	b)   Peer reviewed articles and book chapters                                                               
	7

	c)   Papers in conference proceedings
	?

	c)  Letters, editorials, annotations, and abstracts in peer-reviewed               journals  
	24

	c) Working papers
	6

	b)  Monographs
	4


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

1) Koblinsky M, L Sibley, N. Kureshy.   Increasing use of skilled birthing or emergency care for maternal survival: challenges for Safe Motherhood. (Submitted 2004)
2) Sibley L, Sipe T and M Koblinsky. Does training of traditional birth attendants improve referral of obstetric complications: A review of the evidence. (Soc Sci Med 2004)
3) Sibley L, Sipe T and M Koblinsky. Does training of traditional birth attendants increase use of antenatal care services:  A review of the evidence. J Midwifery Womens Health Jul-Aug 2004; 49(4):298-305.
4) Koblinsky M. (ed).  Factors Affecting Maternal Mortality Reduction: Lessons from Bolivia, China, Egypt, Honduras, Indonesia, Jamaica, and Zimbabwe. Washington, DC:  World Bank (2003) 
5) Koblinsky M. Indonesia Case Study, 1990-1999. In  Factors Affecting Maternal Mortality Reduction: Lessons from Bolivia, China, Egypt, Honduras, Indonesia, Jamaica, and Zimbabwe. Washington, DC:  World Bank (2003)
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                                                                    APPENDIX

International Centre for Diarrhoeal Disease Research, Bangladesh

                                   Voluntary Consent Form


Title of the Research Project:   Case studies for safe motherhood: learning from South Asian 

programs


Principal Investigator:  Marge Koblinsky, PhD


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.


Greetings,

We work at the Cholera Hospital (ICDDR,B) in Dhaka.   We would like to enlist your help in understanding the history and present status of safe motherhood programs in Bangladesh, and specifically in …and ... Districts/divisions.   The maternal mortality reduction in Bangladesh is of much interest not only to understand how we here can hasten the reduction in areas not presently progressing but also to contribute to the improvement of safe motherhood programs in other countries.  In comparison with other countries, Bangladesh has achieved a low MMR for the level of Emergency Obstetric Care now used by women, or for their present level of use of skilled birth attendants. 

We are collecting in-depth information to understand better what has happened at policy/planning, implementation and community levels.  The topics we are most interested in concern community-level skilled birth attendants, referral facilities where emergency obstetric care is provided, the referral system, and the barriers/facilitators to manage bleeding, the primary cause of maternal death.   We know that you have been involved in the development/ policy/implementation of the safe motherhood program in the past (present).  We would like to gather your knowledge of the progress of the safe motherhood efforts on these topics. 

Your participation in this study is voluntary.  During the interview you may refuse to answer questions or terminate the session at any time.  In case you want to leave this study, the information you have already provided will be kept confidential and will not be shared with anybody else.

If you agree I will ask you a few questions today that may take 1 or 1-½ hours.  We would like to take notes while we are talking so that we can remember what you have told us.  

There are no major risks involved in this study.  However, you may refuse to answer any questions that you do not want to answer, and you may stop the interview at any time.  There are no personal benefits to participating in this study.  However, the information you share with us may be used to develop strategies to reduce maternal deaths in the future.  

We would like to record your position if you agree.  We will keep the information you give us locked in cabinets in our offices at ICCDR,B in Dhaka. The only people who will have access to this information will be the staff of this project.  The records of the interview will be destroyed after the results of the study are written.

It is your decision whether or not you want to be in this study.  You can terminate your participation in the study at any time.  If you have any questions, please contact the Principal Investigator Dr. Marge Koblinsky by phone at (0171 592 247 or 988 5155) or go to the Cholera Hospital
Do you agree to participate in the study?


Yes
No

Do you have any question?

Do you agree to participate in the study?   


(    ) Does not agree to participate. (Thanks for giving your precious time)

(    ) Agrees to participate

Would you be able to talk now? (Thanks)

For the Interviewer 

The information in the consent form was read out loud and the respondent clearly understood the contents of the consent form.

__________________________




Signature of the Interviewer





Date: _______________


Signature of Investigator/ or agents                                                                              Signature of Subject/ Guardian

 Date:                                                                                                                                   Date:

Detailed Budget for New Proposal


Project Title: Case studies for safe motherhood: learning from South Asian programs

Name of PI:  Marge Koblinsky, PhD


Protocol Number:                            
                Name of Division: Public Health Sciences Division


Funding Source:  DFID                                 Amount Funded (direct):   US$529,175  Total: $698,504                     Overhead (%)  32%


Starting Date:          1 Oct 2004                           Closing Date:    30 September 2007

Strategic Plan Priority Code(s):  RH:1, 2, 4


	Sl. No


	            Account Description
	Salary Support
	US $ Amount Requested

	
	            Personnel
	       Position
	Effort%
	Salary
	1st Yr
	 2nd Yr
	3rd Yr
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	Sub Total


	
	
	

	
	
	
	
	

	
	Consultants
	
	
	
	
	

	
	Local Travel
	
	
	
	

	
	International Travel
	
	
	
	

	             Sub Total

	

	

	             Supplies and Materials (Description of Items)

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	Sub Totals
	
	
	


	
	Other Contractual Services
	
	
	

	
	Repair and Maintenance
	
	
	

	
	Rent, Communications, Utilities
	
	
	

	
	Training Workshop, Seminars
	
	
	

	
	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
	
	
	


TOTAL DIRECT COST

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.


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 

To                        : 






Date: 

From                    : 

Subject                : 

� EMBED Word.Picture.8  ���





APPENDIX-3








Box 1:  Programmatic elements of successful safe motherhood programs (Koblinsky and Campbell 2003; Pathmanathan et al 2003).


High availability of birthing facilities and skilled birth attendants


Reduction of  “universal barriers to use” (transport, costs, perceived quality of care)


Committed and supportive government policy that establishes the foundations for effective maternal health services (such as professionalizing midwifery; ensuring they have the tools--skills, supplies, time and support--to carry out their work and are accountable; setting standards of care; ensuring monitoring systems, including use of collected data and supervision) 


Coordination of care, linking community, primary facilities and hospital care in a referral network


Targeting of areas with disadvantaged populations with greater program resources.  
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