[image: image1.png]


[image: image2.png]


Ep

            Centre for Health & Population Research        RRC APPLICATION FORM







    FOR OFFICE USE ONLY

 Research Protocol
   RRC Approval:
 FORMCHECKBOX 
Yes /  FORMCHECKBOX 
No     Date: 

NUMBER: 2006-029


    ERC Approval:
 FORMCHECKBOX 
Yes /  FORMCHECKBOX 
No     Date:      

     AEEC Approval:
 FORMCHECKBOX 
Yes /  FORMCHECKBOX 
No     Date:      
                                                                                                             
Project Title: Situation Analysis of Unsafe Abortion in Bangladesh: Magnitude, Populations at Risk, Resources and Consequences


Short protocol title (in 50 characters including space):  Unsafe abortion in Bangladesh


Theme: (Check all that apply)
 FORMCHECKBOX 
  Nutrition





 FORMCHECKBOX 
   Environmental Health
 FORMCHECKBOX 
  Emerging and Re-emerging Infectious Diseases

 FORMCHECKBOX 
   Health Services
 FORMCHECKBOX 
  Population Dynamics 




 FORMCHECKBOX 
   Child Health
 FORMCHECKBOX 
  Reproductive Health




 FORMCHECKBOX 
   Clinical Case Management
 FORMCHECKBOX 
  Vaccine evaluation




 FORMCHECKBOX 
   Social and Behavioural Sciences 

 FORMCHECKBOX 
  HIV/AIDS


Key words: unsafe abortion, postabortion care, maternal mortality, reproductive health

Relevance of the protocol:

Unsafe abortion has been noted to be a leading cause of maternal mortality in Bangladesh. Its current role in maternal mortality and morbidity, its consequences and the resources available and required address it are, however, unclear. This situation analysis is designed to describe the current and historical situation with regard to unsafe abortion in Bangladesh. It will provide information needed to determine future research needs related to unsafe abortion in Bangladesh and will serve as part of the baseline data for assessment of any interventions designed to reduce unsafe abortion and decrease the use of MR. 


Centre’s priority:  (as per strategic plan)
Minimizing the need for and improving post-abortion care (Strategic Code #9). 

Help reduce maternal morbidity and mortality by improving emergency and  essential obstetric care and safe motherhood (Strategic Code #7).

Understanding the relation between family planning and abortion in order to minimize the latter (Strategic Priority #33).

Programmes

 FORMCHECKBOX 
   Child Health Programme



 FORMCHECKBOX 
   Health and Family Planning Systems Programme
 FORMCHECKBOX 
   Nutrition Programme




 FORMCHECKBOX 
   Population Programme
 FORMCHECKBOX 
   Programme on Infectious Diseases & Vaccine Science
 FORMCHECKBOX 
   Reproductive Health Programme

 FORMCHECKBOX 
   Poverty and Health  Programme


 FORMCHECKBOX 
   HIV/AIDS Programme


Principal Investigator: Elizabeth Oliveras, Sc.D. (female)
Division: HSID              Phone: 8811751-60, Extn 2531
Internal

Address:  
ICDDR,B GPO Box 128  


Email:  eoliveras@icddrb.org



Mohakhali, Dhaka


Principal Investigator: Heidi Johnston, Ph.D. (female)
Division: PHSD              Phone: 8811751-60, Extn 2253
Internal

Address:  
ICDDR,B GPO Box 128  


Email:  hjohnston@icddrb.org



Mohakhali, Dhaka


Co-Principal Investigator: Dr. Lutfun Nahar (female)
Division: PHSD
             Phone:8860523-32, Extn 2222
Internal






Email: naharb@icddrb.org


Co-Principal Investigator: Dr. Iqbal Anwar (male)

Division: PHSD
             Phone:8811751-60, Extn 2230
Internal






Email: iqbal@icddrb.org


Co-Investigator(s):  Hazera Nazrul (female)

Division: HSID

Internal


Co-Investigator(s):  Dr. Motiur Rahman (male)

Division: Laboratory Sciences Division (RTI/STI  Laboratory)





Email: motiur@icddrb.org

Internal 

Student Investigator/Intern: Ms. Writtika Roy (female)

Hollins University  / P.O. Box 10055 /  Roanoke, VA 24020 

External





Email: wroy@hollins.edu

Student Investigator/Intern: Saiful Islam (male), HSID Research Fellow

Internal (Centre’s staff)


Collaborating Institute(s):

Please provide full address 

 Country:                 From drop out country master


 Contact person:  

Department:         

(including 

Division, Centre,

Unit)


Institution:               

Directorate:

(in case of GoB

e.g., DGHS)

Ministry

(in case of GOB)

Population: Inclusion of special groups (Check all that apply):

Gender






 FORMCHECKBOX 
   Pregnant Women 

 FORMCHECKBOX 
   Male





 FORMCHECKBOX 
   Fetuses
 FORMCHECKBOX 
   Females 





 FORMCHECKBOX 
   Prisoners
 Age






 FORMCHECKBOX 
   Destitutes 
 FORMCHECKBOX 
   0 – 5 years





 FORMCHECKBOX 
   Service providers
 FORMCHECKBOX 
   5 – 9 years





 FORMCHECKBOX 
   Cognitively Impaired
 FORMCHECKBOX 
   10 – 19 years




 FORMCHECKBOX 
   CSW 
 FORMCHECKBOX 
   20 – 64 years 




 FORMCHECKBOX 
   Others  (specify ____________________________)
 FORMCHECKBOX 
    65 + 





 FORMCHECKBOX 
    Animal
NOTE: It is the policy of the Centre to include men, women and children in all biomedical and behavioural research projects involving human subjects unless a clear and compelling rationale and justification (e.g. gender specific or inappropriate with respect to the purpose of the research) is there.  Justification be provided in case inclusiveness of study participants is not proposed in the study.

Project / study Site (Check all the apply):

 FORMCHECKBOX 
  Dhaka Hospital




 FORMCHECKBOX 
   Mirsarai

 FORMCHECKBOX 
  Matlab Hospital




 FORMCHECKBOX 
   Patyia

 FORMCHECKBOX 
  Matlab DSS area 




 FORMCHECKBOX 
   Other areas in Bangladesh ____________________

 FORMCHECKBOX 
  Matlab non-DSS area




 FORMCHECKBOX 
   Outside Bangladesh

 FORMCHECKBOX 
  Mirzapur




 
               name of country: ________________________

 FORMCHECKBOX 
  Dhaka Community




 FORMCHECKBOX 
   Multi centre trial
 FORMCHECKBOX 
  Chakaria






(Name other countries involved) 

 FORMCHECKBOX 
  Abhoynagar






______________________________________

Type of Study (Check all that apply):

 FORMCHECKBOX 
  Case Control study




 FORMCHECKBOX 
   Cross sectional survey

 FORMCHECKBOX 
  Community based trial / intervention


 FORMCHECKBOX 
   Longitudinal Study (cohort or follow-up)

 FORMCHECKBOX 
  Program Project (Umbrella)



 FORMCHECKBOX 
   Record Review

 FORMCHECKBOX 
  Secondary Data Analysis



 FORMCHECKBOX 
   Prophylactic trial

 FORMCHECKBOX 
  Clinical Trial (Hospital/Clinic)



 FORMCHECKBOX 
   Surveillance / monitoring

 FORMCHECKBOX 
  Family follow-up study



 FORMCHECKBOX 
   Others (Data use and analysis from other studies) [revised 19 July 2006]

      NOTE: All clinical studies/trials should be registered in appropriate websites, preferably at www.clinicaltrials.gov.  When the study is registered in website(s), the PI should provide website address, registration number, and date of registration to the Committee Coordination Secretariat for entering these information into the Centre’s database of your research protocol. 

Targeted Population (Check all that apply):

 FORMCHECKBOX 
  No ethnic selection (Bangladeshi)


 FORMCHECKBOX 
   Expatriates

 FORMCHECKBOX 
  Bangalee 





 FORMCHECKBOX 
   Immigrants

 FORMCHECKBOX 
  Tribal groups





 FORMCHECKBOX 
   Refugee


Consent Process (Check all that apply):

 FORMCHECKBOX 
  Written





 FORMCHECKBOX 
   Bengali language

 FORMCHECKBOX 
  Oral






 FORMCHECKBOX 
   English language

 FORMCHECKBOX 
  None


Proposed Sample size:




Total sample size: Variable_____________________ FORMCHECKBOX 

Sub-group ____________________________________ FORMCHECKBOX 

___________________________________________ FORMCHECKBOX 

_____________________________________________ FORMCHECKBOX 

___________________________________________ FORMCHECKBOX 


Determination of Risk: Does the Research Involve (Check all that apply):

 FORMCHECKBOX 
  Human exposure to radioactive agents?


 FORMCHECKBOX 
   Human exposure to infectious agents?

 FORMCHECKBOX 
  Fetal tissue or abortus?



 FORMCHECKBOX 
   Investigational new drug 

 FORMCHECKBOX 
  Investigational new device?



 FORMCHECKBOX 
   Existing data available via public archives/source ( Please check if any of these data set are truly available from public archieves

           (specify________________________)

 FORMCHECKBOX 
   Pathological or diagnostic clinical specimen only

 FORMCHECKBOX 
  Existing data available from Co-investigator 

 FORMCHECKBOX 
   Observation of public behaviour








 FORMCHECKBOX 
   New treatment regime


Yes/No

 FORMCHECKBOX 
    FORMCHECKBOX 
   Is the information recorded in such a manner that study participants can be identified from information provided directly or through identifiers linked to the subjects?

 FORMCHECKBOX 
    FORMCHECKBOX 
  Does the research deal with sensitive aspects of the study participants behaviour; sexual behaviour, alcohol use or illegal conduct such as drug use?

Could the information recorded about the individual if it became known outside of the research:

 FORMCHECKBOX 
    FORMCHECKBOX 
    a.   place the study participants at risk of criminal or civil liability?

 FORMCHECKBOX 
    FORMCHECKBOX 
    b.   damage the study participants financial standing, reputation or employability;  social  rejection,  lead to  stigma,   divorce etc.


Do you consider this research (Check one):

 FORMCHECKBOX 
  greater than minimal risk



 FORMCHECKBOX 
   no more than minimal risk

 FORMCHECKBOX 
   only part of the diagnostic test

Minimal Risk is "a risk where the probability and magnitude of harm or discomfort anticipated in the proposed research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical, psychological examinations or tests. For example, the risk of drawing a small amount of blood from a healthy individual for research purposes is no greater than the risk of doing so as a part of routine physical examination".

Yes/No

 FORMCHECKBOX 
    FORMCHECKBOX 
   Is the proposal funded?

If yes, sponsor Name: ______________________________________________________________________


Yes/No

 FORMCHECKBOX 
    FORMCHECKBOX 
     Is the proposal being submitted for funding ?


If yes,  name of funding agency: (1)   ICDDR,B (Core Funding)





         (2)   ________________________________________________________

Do any of the participating investigators and/or their immediate families have an equity relationship (e.g. stockholder) with the sponsor of the project or manufacturer and/or owner of the test product or device to be studied or serve as a consultant to any of the above?

IF YES, submit a written statement of disclosure to the Executive Director.


Dates of Proposed Period of Support                      Cost Required for the Budget Period ($)

     (Day, Month, Year - DD/MM/YY)                                                   Direct Cost      Indirect Cost         Total Cost
      Beginning date July 2006


Year-1
       
$25,340.00 
$8109.00
$33,449.00 






Year-2          ------     ----------------       ----------------


      End date September 2006







Year-3          ---------------     ----------------       ----------------

Year-4          ---------------     -----------------      ----------------







Year-5          ---------------     ----------------       ----------------












TOTAL:


Approval of the Project by the Division Director of the Applicant

The above-mentioned project has been discussed and reviewed at the Division level as well by the external reviewers. 

The protocol has been revised according to the reviewer’s comments and is approved.

_________________________          _____________________                   _______________________

Name of the Division Director                        Signature                                          Date of Approval


Certification by the Principal Investigator                             

                                                                                                        Signature of PI

I certify that the statements herein are true, complete                       

and accurate to the best of my knowledge. I am aware 
   Date:
that any false, fictitious, or fraudulent statements or 

claims may subject me to criminal, civil, or administra- 
    Name of Contact Person (if applicable)
tive penalties. I agree to accept responsibility for the 

scientific conduct of the project and to provide the re- 


quired progress reports if a grant is awarded as a result
 

of this application.

                         Table of Contents

                                                                                                                                   Page Numbers
Face Page………………………………………………………………………………………1

List of Acronyms……………………………………………………………………………… 7

Project Summary……………………………………………………………………………… 8

Description of the Research Project…………………………………………………………9

   Hypothesis to be tested………………………………………………………………….…9

      Specific Aims ……………….……………………………………………………………. 9

      Background of the Project Including Preliminary Observations…………………………. 10

      Research Design and Methods…………………………………………………………….13

      Facilities Available…………………………………………………………………………16

      Data Analysis………………………………………………………………………………16

      Ethical Assurance for Protection of Human Rights……………………………………….17

      Use of Animals…………………………………………………………………………….17

      Literature Cited………………………………………………………………………..……18

      Dissemination and Use of Findings………………………………………………………..19

      Collaborative Arrangements…………………………………………………………..……19

Biography of the Investigators………………………………………………………………20

Detailed Budget…………………………………………….…………………………………24

Budget Justifications…………………………………………………………………………25

Other Support……………………………………………….………………………………..25

Appendix 1: Ethical Assurance : Protection of Human Rights……………………………26
Appendix 2: Checklist…………………………………………………………………………27

Reviewers Comments…………………………………………………………………………28

    X     Check here if appendix is included

LIST OF ACRONYMS

	ANC
	Antenatal care

	BDHS
	Bangladesh Demographic and Health Survey

	BMMS
	Bangladesh Maternal Health Services and Maternal Mortality Survey

	DGFP
	Director General Family Planning

	ERC
	Ethical Review Committee

	FP
	Family Planning

	GoB
	Government of Bangladesh

	HDSS
	Health and Demographic Surveillance System

	HSID
	Health Systems and Infections Diseases Division

	MDG
	Millennium Development Goal

	MFSTC
	Mohammadpur Fertility Services and Training Centre

	MINIMat
	Maternal and Infant Nutrition in Matlab

	MIS
	Management information system

	MR
	Menstrual Regulation

	NGO
	Non-governmental organization

	PAC
	Postabortion Care

	RRC
	Research Review Committee

	RTI/STI
	Reproductive Tract Infections/Sexually Transmitted Infections


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: Drs. Elizabeth Oliveras and Heidi Johnston


Project Name: Situation Analysis of Unsafe Abortion in Bangladesh: Magnitude, Target Populations, Resources and Consequences
Total Budget  $33,449
Beginning Date: As soon as funds are available
Ending Date: 3 months from start date



Unsafe abortion has been noted to be a leading cause of maternal mortality in Bangladesh. Its current role in maternal mortality and morbidity, its consequences, and the resources available and required address it are, however, unclear. This situation analysis will bring together the existing data and literature on unsafe abortion and MR so that existing gaps can be identified and then addressed in a subsequent baseline analysis. It aims to determine initial estimates of the magnitude of unsafe abortion and MR, their consequences and related health and economic burdens. Secondary data analysis will be used to: 1) estimate the magnitude of unsafe abortion and MR including the proportion of maternal deaths due to unsafe abortion, 2) describe women most at risk of unsafe abortion, MR and death from unsafe abortion, and 3) describe currently available licensed postabortion care (PAC) and MR services providers. Other topics (e.g., economic burden and unsafe abortion among adolescents) will be addressed via the literature review only, because no currently available dataset provide data that can be used to explore these issues. All three components relying on secondary data analysis will use data currently available either publicly or from ICDDR,B projects. Abortion rates and ratios and the contribution of unsafe abortion to maternal mortality will be estimated; characteristics of women using postabortion care and abortion services will be described and predictors of both unsafe abortion and death from unsafe abortion determined using logistic regression; and the characteristics of providers who can provide postabortion care FP counseling and potentially other PAC services will be described. 
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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.


Current estimates of the magnitude of unsafe abortion and its impact may not reflect the national reality in Bangladesh.

Specific groups of women are at greater risk of unsafe abortion and its complications, including death. Other groups are at high risk of unwanted pregnancy and MR. Identifying these groups is necessary for the development of programs designed to decrease unwanted pregnancy and the use of both MR and unsafe abortion services.

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 research objectives include:

1. To describe the magnitude of unsafe abortion and MR in Bangladesh. In particular, we will develop current estimates of the incidence and prevalence of unsafe abortion and MR.

2. To estimate the proportion of maternal deaths attributable to unsafe abortion.

3. To describe the population currently using unsafe abortion and MR services and identify women most at risk of death from unsafe abortion.

4. To describe the number, distribution and characteristics of MR service providers in Bangladesh, given their potential to provide postabortion FP and other postabortion care (PAC
) services.

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).

                                                                                                                                                                                          

In Bangladesh, 30% of pregnancies are unwanted or mistimed [1]. Some of these pregnancies end in menstrual regulation (MR—early uterine evacuation for women at risk of pregnancy) and others end in unsafe abortion. Although menstrual regulation services are available in both the government and NGO health sectors, women continue to suffer complications of unsafe abortion—in part because they use services outside of the formal MR programme. One study of women who had terminated pregnancies found that over half first attempted to induce an abortion without the assistance of medical personnel (24% sought care from a Kabiraj (traditional healer), 12% village doctor, 6% family member, 6% homeopath, and 3% self induced). One quarter of these women used creepers or roots, methods likely to result in complications [2]. 

The contribution of unsafe abortion to maternal mortality in Bangladesh is not well understood. Estimates of the proportion of maternal mortality attributable to unsafe abortion vary from 5% in the Bangladesh Maternal Mortality Survey (BMMS) [3] to 12% in Matlab [4] and 17% based on a national study that identified cases of maternal deaths [5]. However, any deaths from unsafe abortion are preventable and their reduction will help to obtain the reduction in maternal mortality called for in MDG 5: to reduce maternal mortality by 75% between 1990 and 2015. 

Unfortunately, little recent published evidence exists for developing policies or improved programs that can reduce the use of unsafe abortion and the need for MR. In addition, baseline data for determining the demand for postabortion care services and evaluating any new programs are not available. However, the available literature on Bangladesh comprises numerous studies that provide important insight about women who use unsafe abortion and MR and other topics, albeit generally in limited geographic areas.

Given the discrepancies between existing estimates of the impact of unsafe abortion on maternal mortality and the lack of current information on other issues, particularly at a national level, a situation analysis is needed. It will address the magnitude of unsafe abortion as well as the level of services currently provided and will consider linkages between both postabortion care and MR services and family planning.  It will define consequences of both unsafe abortion and MR and determine the populations most in need of assistance. The proposed situation analysis will encompass multiple aspects of the use of unsafe abortion and MR and will, therefore, enable a strategic approach to both the implementation of future programs and the development of a subsequent research agenda. 

The situation analysis aims to determine the state of existing knowledge on the topic, by way of a comprehensive review of the published and grey literature and existing data available publicly and from ICDDR,B (e.g., data from ICDDR,B surveillance sites in Abhoynagar, Mirsarai and Matlab; NGO monitoring data; GoB MIS data, data from studies conducted by the RTI/STI laboratory of ICDDR,B and data from the BDHS and BMMS). Data from these documents and data sets will be used to develop an initial description of the situation in Bangladesh, which will include an historical perspective and description of trends over time where possible. 

This proposal includes only the secondary data analysis because the literature review does not require RRC or ERC approval. An initial review of the literature and available data showed that secondary data analysis in the following three areas could potentially improve upon what is currently available. Background specific to these three areas follows.

1. Estimate the Magnitude of Unsafe Abortion, MR and Abortion-related Mortality

As in most countries where abortion is illegal, in Bangladesh statistics on the number of women using services are weak at best. It is widely acknowledged that even MR services provided through the government programme are largely underreported [6]. As a result, it is difficult to determine the burden of disease from unsafe abortion and MR or the demand for (PAC) services. In addition, efforts to decrease use of abortion and the occurrence of postabortion complications cannot be well evaluated without data on the current levels of unsafe abortion and MR. Annual estimates of the number of abortions and MRs were developed in the mid-1990s [7], but these estimates are 10 years old and likely do not reflect current use. Thus, new credible estimates of the magnitude of unsafe abortion and MR are needed to determine where interventions are most needed. 

In addition, the impact of unsafe abortion on maternal mortality and morbidity is unclear. While the 2003 BMMS found that 5% of maternal mortality was attributable to unsafe abortion, other studies have found higher levels [4, 5]. The BMMS relies on reports by “the most knowledgeable person in the household” to determine cause of death. This respondent may purposefully misclassify deaths from unsafe abortion, to conceal the abortion or may unknowingly do so if he or she did not know that the woman who died had attempted abortion. This likely leads to underreporting of abortion-related mortality. The Dieltiens study using verbal autopsy excluded nine abortion-related deaths because they occurred more than 42 days after the pregnancy termination. While this is consistent with the WHO definition of maternal mortality, again it may underestimate mortality due to unsafe abortion [4]. The study by Rahman et al. focused on direct causes of obstetric death and excluded abortion; although they report an estimated number of abortions, the basis for this estimate is not clear [5]. 

In the 1980s, some studies in hospital obstetrics wards found large numbers of postabortion patients [8], but one effort to identify such patients in the mid-1990s found only 62 in 6 facilities over a 9 month period [9]. Another study during the same period had difficulty identifying cases in both thana health complexes and district hospitals [10]. Both of these studies were limited in geographic coverage and may not reflect the burden of disease in other areas of the country. In addition, they exclude informal providers who may be offering care for less serious complications and private clinics that may be treating patients. A more systematic approach is needed that can attempt to capture the full range of facilities and providers who may be offering postabortion care. No studies have addressed the issue of morbidity from unsafe abortion, except through self reports by women who have had abortions or MR, which may not accurately reflect true morbidities from unsafe abortion. Thus, no information is available on health consequences other than death.

2. Describe Women Most at Risk of Unsafe Abortion, MR and Abortion-Related Mortality

In different settings, the women most likely to use abortion varies. Bankole et al (1999) summarized the reasons for differing levels of abortion in three categories: perceived opportunity costs; legal, moral and religious contexts surrounding abortion; and patterns of contraceptive use [11]. In order to target services for prevention of unwanted pregnancy and provision of PAC, it is necessary to understand which women are most likely to use MR and abortion services and which women are most at risk of unsafe abortion. This is important with regard to equity as well; particularly because unsafe abortion tends to be correlated with social class in countries where safer options are available. 

A number of studies in Bangladesh have described the characteristics of women who have undergone pregnancy terminations, only three use data collected after 1990. These studies provide insight into the women using unsafe abortion and MR services. For example, they suggest that the majority of women who terminate pregnancies wish to prevent any additional births [2]. A review of data from Matlab found that abortion ratios (abortions per 1000 pregnancies) are higher among women under age 20 than among adult women and are highest among those under age 18, suggesting that young women are particularly in need of effective means to prevent unwanted pregnancy. Among adolescents, pregnancies to unmarried girls are 35 times more likely to end in abortion than those to married girls. The same study also found that use of MR is positively associated with education [12]; this association has been shown in other studies [13]. Unfortunately, all of the recent studies of this nature use data from a limited geographical area. Thus, they do not provide a nationally representative picture of women terminating pregnancies, nor do they allow for analysis of differences between different areas of the country (e.g., urban, peri-urban, rural). In addition, the limited sample sizes in existing studies preclude analysis within specific subgroups, for example, to look at predictors of unsafe abortion among young women. Finally, they all included only women who were known to have terminated pregnancies so they do not allow for an assessment of predictors of use of abortion. 

With regard to describing women at risk of abortion-related death, the existing literature does not report on the characteristics of these women. Such information would help in defining women most at risk from unsafe abortion. Information is also needed on morbidity from unsafe abortion and the social consequences of having an abortion. We will explore these issues in the available literature, but have not found any publicly available data that can be used to explore this issue at this time. 

3. Describe the Distribution and Characteristics of PAC and MR Service Providers

Documenting current resources (physical and human) dedicated to PAC and MR is important because these resources can be mobilized to provide counseling and family planning services to help prevent subsequent unwanted pregnancies and abortions as well as to provide improved PAC for women with complications of unsafe abortion. In order to identify the types of practitioners that would need to be targeted by policies or interventions aimed at decreasing repeat abortions or increasing the quality or availability of PAC, the available providers will be mapped and described. The characteristics of these providers are important to the accessibility of services; for example, women may be reluctant to seek PAC from male providers. Providers distribution and characteristics have not been documented in Bangladesh.

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). 


The study will include three main components: 1) estimation of the magnitude of unsafe abortion and MR, including its contribution to maternal mortality; 2) description of women at risk of unsafe abortion, MR and abortion-related mortality; and 3) a description (including mapping) of licensed PAC and MR services providers. All three components will use data currently available either publicly or from ICDDR,B. The analyses described below suffer some of the same limitations as existing studies but they will help to further describe the current situation and will highlight the limitations of what is currently available, highlighting the need for subsequent research.

1. Estimate the Magnitude of Unsafe Abortion, MR and Abortion-related Mortality

The main sources that will be used to estimate the magnitude of unsafe abortion and MR in Bangladesh are data sets from ICDDR,B surveillance in Aboynaghar, Mirsirai and Matlab. 

These data will be used to develop community-based estimates of abortion rates and ratios in semi-rural and rural areas. The first two sites, located in Jessore and Chittagong districts respectively, collect data tri-monthly on a sample of households that represent the 70-80,000 households in these semi-rural areas. Data on women reporting induced pregnancy terminations in the past 10 years will be used to calculate the annual abortion ratio (unsafe abortions and MRs per 100 live births) as well as the general abortion rate (abortions per 1000 women of reproductive age). Data from the two areas  (ICDDR,B and Govt. service) of  Matlab Health and Demographic Surveillance System (HDSS) will  be used to estimate the incidence of all terminations in a rural area. In these two areas of Matlab the HDSS has collected monthly data on over 220,000 population composing around 47,000 households in 142 villages since 1966. However, although data collection on induced abortion started in 1974, the information on the types of method used for induced abortions and the type of induced abortion provider has only been recorded since 1989. The unique longitudinal nature of these three data sets also allows for comparisons over time.

Accurately estimating the true incidence of pregnancy loss requires identifying early pregnancies and following women until the pregnancy ends. The MINIMat study conducted by ICDDR,B in the Matlab surveillance area is a unique dataset that includes data collected beginning at the time of a reported missed period. Data from the 5580 women initially enrolled in the MINIMat study
 will be used to estimate the abortion ratio and abortion rate. 

The Matlab Health and Demographic Surveillance System (HDSS) data have been coupled with data from a series of verbal autopsy studies conducted since 1976 to describe all causes of maternal mortality. These data will be used to estimate the proportion of deaths due to unsafe abortion and changes in this proportion over time.

An additional component of the analysis will be to examine critically the results from the BDHS and BMMS, which provide low estimates of abortion  (and MR) and abortion-related mortality, respectively. These analyses will seek to understand the reasons for these low estimates and to determine potential sources of bias in these surveys with regard to abortion.

As with existing published studies, these analyses will not be nationally representative; they will represent the populations in these three surveillance areas. These data do, however, provide an opportunity to compare across different areas with different characteristics and may, therefore, better reflect national trends. Changes over time can also be assessed using these data and differences in temporal patterns between areas can be examined. As with past studies, these data are likely to under estimate levels of abortion because of the stigma associated with abortion and MR, which leads to underreporting and misclassification of abortions as miscarriages. Although the surveillance systems aim to avoid this through regular visits to women’s homes, it is still likely to occur. Few methods have been found to address this issue and no currently available data from Bangladesh would provide better estimates than these data sets.

These analyses will also add value because they will estimate levels of MR and abortion among specific populations thought to be at high risk of unsafe abortion, particularly sex workers [14, 15]. Although this is not the only group that may be at high risk of unsafe abortion, data are not readily available on other groups. This analysis will allow for an assessment of whether risks in fact differ between groups of women. 

The data to be used do not include unmarried adolescents, a group for which data on unsafe abortion are generally lacking. Unfortunately, we have not identified any publicly available data set that includes data on abortion among this group. We will use the existing literature to describe what is known about MR and abortion among this population, but given the limited attention they have received, the outcome will likely be a case for increased research among this population. 

2. Describe Women Most at Risk of Unsafe Abortion, MR and Abortion-Related Mortality

Nationally representative data from the BDHS, the ICDDR,B surveillance sites mentioned above and from a study of antenatal clients can be used to describe women most likely to use unsafe abortion and MR services as well as to explore contraceptive use prior to and following a pregnancy termination. Studies conducted in specific populations of women (e.g., sex workers) will also be used to describe use of unsafe abortion and MR by groups thought to be at high risk of unwanted pregnancy. While the data sets differ with regard to the available variables, these analyses will incorporate to the extent possible factors including: rural or urban residence, age, education, marital status, age at marriage, religion, occupation, parity, and contraceptive use. 

The 2004 BDHS collected data from a nationally representative sample of 11,440 ever married women aged 10-49. Data on ever use of MR will be used to develop the descriptive epidemiology. The BDHS is, however, likely to underestimate use of MR, because it does not employ methods known to improve reporting [16, 17] and may suffer differential underreporting according to women’s characteristics. Therefore, additional data sources will be used to develop a more complete picture of women using MR and abortion. In particular, data from a study conducted by the RTI/STI laboratory, LSD [revised 17 July 2006] of 5000 women attending antenatal care (ANC) clinics in different NGO facilities throughout the country will be used. While these data represent one particular population, mainly lower middle class women who attend ANC services (only 46% and 58% of the second lowest and middle quintiles use ANC [1]), ANC clients may be more likely to report MRs and unsafe abortions accurately because of concerns that past use of MR may affect the outcome of their current pregnancy. 

Data from both the HSID surveillance sites will also be used to describe the characteristics of women reporting use of abortion. This will include data from the MINIMat study in addition to the more general surveillance data. The use of these data for this purpose suffers the same limitations as those described in the preceding section. 

Data from the Matlab verbal autopsy studies and BMMS will be used to explore characteristics of women most at risk of dying from unsafe abortion. 

Finally, data from studies conducted by the RTI/STI Laboratory, LSD [revised 17 July 2006]  of brothel based and street based sex workers in Dhaka will highlight the characteristics of a group of women who are likely at high risk of unwanted pregnancy and pregnancy termination. Data from approximately 3,500 street based sex workers who come to clinics as part of an STI surveillance study are available. These women are asked about the number of pregnancies they have had and the number of each type of outcome (i.e., live birth, still birth, MR). In addition, similar data from a study of 439 brothel based sex workers will also be analyzed. 

Again, these data sets fail to incorporate unmarried women (sex workers are both married ad unmarried) [revised 17 July 2006], a group that may be at particular risk for unsafe abortion. These analysis improve upon existing studies because they include women who both have and have not had MRs or abortions; past studies describing the characteristics of women who seek abortion have been limited to women known to have terminated a pregnancy and do not, therefore, allow for comparison to women who continue their pregnancies. At the same time, as with all survey data on abortion, these analyses may not fully reflect the use of abortion by different groups of women because of underreporting and misreporting. If underreporting and misreporting vary with a woman’s characteristics, an analysis of predictors will better reflect willingness to report than use of abortion. 

3. Describe the Distribution and Characteristics of PAC and MR Service Providers

Data obtained from the GoB will be used to develop a nationwide listing of facilities providing PAC and MR services and trained providers. This will include the roughly 10,000 providers who have been trained by RHSTEP since 1983 as well as those trained by Mohammadpur Fertility Services and Training Centre (MFSTC). The characteristics of these facilities and providers will be described to the extent possible and all service delivery sites will be mapped. These data will be limited to what is included in the GoB Directorate General of Family Planning (DGFP) management information system (MIS). They will, therefore, reflect the ideal scenario rather than the actual situation on the ground with regard to availability of these providers. In addition, because the Government maintains lists only of trained and licensed providers, informal providers will be excluded. Informal providers are important to understanding the problem of unsafe abortion, because they are know to perform abortions and MRs and their services are more likely to be unsafe. Unfortunately, these providers have not been well studied—the currently available information on these providers is limited to women’s reports in the existing literature, which will be incorporated through the literature review. 

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 study will use existing data collected through national surveys and by NGOs and GoB as well as a number of data sets available within ICDDR,B. Computers at ICDDR,B will be used for data analysis.

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).


Analyses will be conducted in SPSS and Excel.

1. Estimate the Magnitude of Unsafe Abortion, MR and Abortion-Related Mortality

Based on the HSID and Matlab surveillance data the annual abortion ratio (MRs and abortions per 100 live births) as well as the general abortion rate (abortions per 1000 women of reproductive age) will be calculated. These data will also be used to describe trends over time. Data from the MINIMat study will be used to estimate the abortion ratio and abortion rate . Data from the verbal autopsy studies will be used to estimate the proportion of maternal deaths attributable to unsafe abortion. In the case of the surveillance data and the verbal autopsy data, trends over time will be explored.

2. Describe women Most at Risk of Unsafe Abortion, MR and Abortion-Related Mortality 
In all cases, the characteristics of women who reported past use of unsafe abortion and MR will be described and predictors of termination estimated using logistic regression. Results from special populations will be compared to those from the general population of women to determine any differences. The characteristics of women who died from unsafe abortion will also be described using BMMS and verbal autopsy data. In addition, patterns over time will be described.  

3. Describe the Distribution and Characteristics of MR Service Providers

The available facilities and providers will be compiled and mapped to describe their distribution. In addition, the characteristics of currently available providers will be tabulated. 

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 study will not involve any physical, social or legal risk to participants or their families. Anonymous data sets will be used; consent to participate was obtained at the time of the original studies. In the case of clinic-based data, anonymous data will be collected from client records. Approval for the study will be obtained from the Ethical Review Committee of ICDDR,B prior to the implementation 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.


None
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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 study findings will be disseminated through an internal publication and via a small dissemination seminar, which will include representatives from the GoB, the Development Partners and other key stakeholders. The findings will be used to identify research gaps and formulate a baseline research strategy.

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 project is a collaboration between the HSID, PHSD and LSD divisions of ICDDR,B. Data from the HSID surveillance in Abhoynagar and Mirsirai, from PSHD HDSS in Matlab, and from studies among commercial sex workers and antenatal clients from LSD will be analyzed. The principal investigators will be responsible for overall quality control, data analysis and report writing. They will work with investigators providing data to clarify any questions about the data sets, discuss the analyses and receive input on the writeup of results. The contribution of data from the respective divisions will be acknowledged in any written reports or presentations. Co-investigators will be authors on any publications related to their contribution. 
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.
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International Staff

As co-principal investigators, Elizabeth Oliveras will require 35% of her time and Heidi Johnston 25% for the 3 months of the study. Dr. Oliveras will oversee the collection of publicly available data, secondary data analysis and review of the existing literature. Together Drs. Johnston and Oliveras will be responsible for overall quality control, data analysis and report writing.  They will also maintain contact with investigators within ICDDR,B who provide data for the analyses and with other organizations providing data (e.g., GoB).

Dr. Motiur Rahman, Scientist, LSD is currently working with FHI, India as international staff will contribute in the project by sharing abortion related data collected during 1998 to 2006 from his published and unpublished studies.  

Local Staff 

Dr. Lutfun Nahar will conduct analyses of the Matlab HDSS data. This will require 20% of her time over the course of the study period.

Dr. Iqbal Anwar will participate in accessing and analyzing available data from GoB sources. This will require 10% of his time over the project period.

Hazera Nazrul will be participate in the literature review. She will also serve as a liason with GoB and NGOs providing data for inclusion in the situation analysis. She will devote 30% of her time over the project period to this study.

One programmer will be needed for data preparation. S/he will devote 40% time to the project.

Administrative officers from both HSID and PHSD will be needed to coordinate work on this the project. They will each devote 20% of their time to the project.

General Operating Costs
Email connections will be required to access the Internet for literature searches and for communication. 

Transportation

Transportation to regular meetings with the GoB and Reproductive Health NGOs will be necessary to ensure access to data and their cooperation. 

Dissemination and Meeting
A small dissemination meeting will be held to share the results with collaborating organizations and to develop recommendations for future research. Costs include use of a conference room and provision of materials and refreshments. 

A total of 100 reports of less than 50 pages, and 100 1-2 page reports will be printed. 

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)


Neither PI has any project-specific funding at this time.

                                                                    APPENDIX 1
International Centre for Diarrhoeal Disease Research, Bangladesh

                                   Voluntary Consent Form


Title of the Research Project:            


Principal Investigator:


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.


BECAUSE THIS STUDY WILL COMPRISE SECONDARY DATA ANALYSES, CONSENT WILL NOT BE OBTAINED.


Signature of Investigator/ or agents                                                                              Signature of Subject/ Guardian

Date:     


                           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 on Contents       X

5. Project Summary         X


6.  Literature Cited         X


7. Biography of Investigators            X


8.  Ethical Assurance


9.  Consent Forms


10.  Detailed Budget                     X

To                        : 






Date: 

From                    : 

Subject                : 

Comments: Reviewer 1

Title: Situation Analysis of Unsafe Abortion in Bangladesh: Magnitude, Target Populations, Resources and Consequences
Summary of Referrer's Opinion:  Please see the following table to evaluate the various aspects of the proposal by checking the appropriate boxes.  Your detailed comments are sought on a separate, attached page.

	
	Rank Score

	
	High
	Medium
	Low

	Quality of project
	x
	
	

	Adequacy of project design
	x
	
	

	Suitability of methodology
	x
	
	

	Feasibility within time period
	x
	
	

	Appropriateness of budget
	x
	
	

	Potential value of field of knowledge
	x
	
	


CONCLUSIONS


a)  without qualification                                  
           YES

  

b)  with qualification


· on technical grounds                                       


· on level of financial support                            


I do not support the application                                   

Detailed Comments

Please briefly provide your opinions of this proposal, giving special attention to the originality and feasibility of the project, its potential for providing new knowledge and the justification of financial support sought; include suggestions for modifications (scientific or financial) where you feel they are justified.

(Use additional pages if necessary)

Title: Situation Analysis of Unsafe Abortion in Bangladesh: Magnitude, Target Populations, Resources and Consequences

The protocol should include a list of acronyms.

Research objectives:

1. To describe magnitude of unsafe abortion and MR in Bangladesh—to be valid this should be done nationwide. Our past studies of abortion complications known to health workers (1977 and 1996 surveys) suggest substantial variations at the local level that would not be detectable through a national probability survey. For example, D& C related deaths were disproportionately in the Jessore area; traditional methods had a different geographic pattern, and MR deaths were localized in several areas. Based on the 1996 survey, morbidity and mortality will be disproportionately in rural areas and may be more common among populations with low contraceptive use.

2. to estimate the proportion of maternal deaths due to unsafe abortion. We estimated a shift from 26% to ca. 16% between 1977 and 1996. This was associated with a shift from traditional abortions to MR procedures (based on reports of complications associated with each). The proportion of 5% found in the 2001 BMMS survey may be in part because they did not ask direct questions about abortion—and to the small numbers of deaths in their sample. 

3. To describe the population currently using unsafe abortion and MR services… 

4. Obtaining accurate information on presence, access, and frequency with which MR providers perform MRs in Bangladesh would be a major contribution.

The first stage, the situation analysis, requires a careful review of all relevant literature. I will cite below some of the publications with which I have been involved that may be relevant. Many more can be found in the Akhter HH, Khan TF: A Bibliography on Menstrual Regulation and Abortion Studies in Bangladesh, Bangladesh Institute of Research for Promotion of Essential and Reproductive Health and Technologies (BIRPERHT), Dhaka, Bangladesh, December 1996.

Measham AR, Rosenberg MJ, Khan AR, Obaidullah M, Rochat RW: Complications from induced abortion in Bangladesh related to types of practitioner and methods, and impact on mortality.  Lancet I: 199‑202, (1981).

Rochat RW, Jabeen S., Rosenberg MJ, Measham AR, Khan AR: Maternal and abortion related deaths in Bangladesh, 1978‑1979.  Int J Gynaecol Obstet 1981;19:155‑64.

Rosenberg MJ, Rochat RW, Jabeen S, Measham AR, Obaidullah M:  Attitudes of rural Bangladesh physicians toward abortion.  Stud Fam Plann 1981; 12:318‑21.
Rochat RW, Akhter HH: Tetanus and pregnancy-related mortality in Bangladesh, Research Letter, The Lancet 1999:354(9178)

Yusuf HR, Akhter HH, Rahman MH, Chowdhury MK, Rochat RW: Injury-related deaths among women 10-50 years of age in Bangladesh, 1996-97. The Lancet, 355:1220-1224 (and editorial 1203-04)   April 8, 2000  [this paper is not directly relevant—but thought you might like to see a spin off paper from the 1996-97 health facilities survey that focused on women’s mortality with special interest in pregnancy-related mortality)

Rahman H, Akhter H, Chowdhury, Yusuf H, Rochat RW, Causes of obstetric deaths in Bangladesh, 1996-1997, International Journal of Gynecology and Obstetrics (June) 2002: 77/2 pp. 161-169  [again major focus is not abortion issues, but the analysis of reason for decline in fertility is relevant]

Emory University Rollins School of Public Health, four MPH theses

2005

Wouba, Aminu: Healthcare seeking behavior and factors influencing such behavior among women who died in Bangladesh between 1996 and 1997 (Chair Hussain Yusuf)

2002

Callahan, Rebecca: Factors Influencing Women to Undergo Unsafe Abortion in Sylhet Division, Bangladesh (March 2002) [Thesis chair: Jennifer Hirsch, committee Roger Rochat] [This thesis was considered the best thesis in our department that year; it has not been published elsewhere.]

2001

Berger, Katie (Epid)  An Assessment of the risk associated with the use of menstrual regulation services in Bangladesh, 1996-1997 (Chair Roger Rochat) (Katie is still working to publish a  manuscript from this thesis—it’s excellent epidemiologic analysis—but she’s also completing her PhD dissertation and preparing to get married this fall—and to take a new job!)
Kearns Laura A: Availability of menstrual regulation services in Bangladesh, 1996-1997, August 2001 (Chair Roger Rochat, committee: Maurice Middleberg, Hussain Yusuf) (Presented APHA, MCH, 2001)

Roger Rochat, M.D.

Director Graduate Studies

Department of Global Health

1518 Clifton Road NE Room 768

Atlanta, GA 30322

Comments: Reviewer 2

Title: Situation Analysis of Unsafe Abortion in Bangladesh: Magnitude, Target Populations, Resources and Consequences
Summary of Referrer's Opinion:  Please see the following table to evaluate the various aspects of the proposal by checking the appropriate boxes.  Your detailed comments are sought on a separate, attached page.

	
	Rank Score

	
	High
	Medium
	Low

	Quality of project
	√
	
	

	Adequacy of project design
	
	√
	

	Suitability of methodology
	√
	
	

	Feasibility within time period
	
	√
	

	Appropriateness of budget *
	
	
	

	Potential value of field of knowledge
	√
	
	


* have not address this

CONCLUSIONS


a)  without qualification                                  
           

  

b)  with qualification

· on technical grounds                                       

· on level of financial support                            


I do not support the application                                   

Detailed Comments

Please briefly provide your opinions of this proposal, giving special attention to the originality and feasibility of the project, its potential for providing new knowledge and the justification of financial support sought; include suggestions for modifications (scientific or financial) where you feel they are justified.

(Use additional pages if necessary)

Title:
Situation Analysis of Unsafe Abortion in Bangladesh: Magnitude, Target Populations, Resources and Consequences

I have reviewed the protocol, it is a very timely study, suitably linked with previous work and well conceptualized to generate subsequent baseline analysis on which further policy, programmatic and research interventions can be carried out. There are few areas that I would like to highlight as follows: 

1. In general, situation analysis approach to research usually covers pertinent policies on the subject matter to capture a comprehensive overview, I hope the authors have thought of this and would link this dimension where required.     

2. One of the prerequisite of determining the initial estimates of the magnitude of unsafe abortion and MR is that good data sources are available.  Highlighting this fact, whether data use from public source will permit to address this requirement (Page 8 line 11), particularly in the context of under reporting. The authors have rightly mentioned about this limitation. However, in order to expect conclusive findings, I would like to request to broaden the range of data sources. For example, under study design it is important to mention what types of antenatal clinics will be included (MOHFW, Private, NGOs, MR performing NGOs etc). Once this decision is made a sampling strategy can be made accordingly. 

3. Inclusion of RHSTEP is a good idea to understand the distribution and characteristics of trained providers. It would be valuable to include MFSTC as well considering their track record and coverage in MR service and PAC. 

4. More clarity is needed regarding data analysis on distribution and characteristics of MR service providers (Page 15). While mapping and documenting characteristics of service providers, it is important that data analysis part have sufficient information coming from actual observations of facilities and staff behavior, as well as interviews with service providers and clients to yield richer and more valid information. 

5. Although a sequential methodology and flow of information generation is seen in the protocol, identifying predictors needs cautious analysis, as information coming from the study population have limitations to be counted as good predictors.

6. I did not see a discussion how economic burden of unsafe abortion and MR will be analyzed in this study, as mentioned in the aim of this study (page 8 line 6). However, I have also noticed that this aspect is not mentioned under the study objectives. If the authors are willing to reflect this dimension in their report, it would be better to expand on how they actually plan to apply this criterion.  

7. Inclusion of sex workers as women most at risk for unsafe abortion and MR is a good strategic choice to be captured in this study. This inclusion is well positioned to understand the magnitude of unsafe abortion as well as to provide a range of valuable inputs to the integrated HIV/AIDS intervention programs of Bangladesh Government that are designed for sex workers as marginalized and vulnerable population. Although difficult, I hope the authors will also explore to address the aspect of adolescent population as most at risk for unsafe population under this study. 

8. The key person involved in this study has prior experience in this discipline. This has strong comparative advantage to interpret data and generate potential value of field knowledge. The reviewer expects that this study will provide detailed and well documented information to feed-in the existing gaps, which is the critical need of the time. 

Dr. Julia Ahmed

Deputy Executive Director

Bangladesh Women’s Health Coalition (BWHC) 
Responses to Reviewer 1 Comments

A list of acronyms has been added.

1. We understand the importance of a nationwide study and plan to incorporate this into a subsequent proposal for a baseline assessment. The baseline will be developed based on the results of the situation analysis. The reviewer’s comment will be taken into full account in the development of the subsequent proposal.

2. We agree. We plan to look more closely and critically at the BMMS data on death from unsafe abortion as part of the situation analysis. The proposal has been edited to reflect this.

3. The reviewer did not comment on objective 3.

4. This is beyond the scope of the current proposal as it is not directly related to unsafe abortion and would require new data collection.

A careful review of the literature is a planned component of the situation analysis. It is not included in detail in the RRC proposal because it does not require approval. We have already begun to collect the relevant literature and will work with the reviewer to obtain copies of papers and theses not already available to us.

Responses to Reviewer 2 Comments

1. A discussion of relevant policies will be included as part of the literature review, which is not described in the RRC protocol.

2. No primary data collection will be conducted as part of this study. The subsequent baseline study will collect data and will address the reviewer’s concerns.

3. We will contact MFSTC about any publicly available data and have incorporated this in the proposal.

4. We agree, but this is beyond the scope of the current proposal. This will likely be a component of the subsequent baseline study.

5. The reviewers comment regarding caution in interpreting predictors will be taken into account in the analysis and interpretation.

6. Because secondary data on the economic burden are not currently available, this will only be addressed in the situation analysis via the literature review. Again, this will be considered in developing the baseline study.

7. To the extent possible, the analyses of secondary data will be stratified by age in order to look at differences between groups, especially adolescents. The literature review should also help to highlight the special needs of this population and to guide the development of future research related specifically to this group. 

Revised on: 6th January 2005
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� Postabortion care comprises five key elements which are: Community and service provider partnerships to prevent unwanted pregnancies and unsafe abortion, mobilize resources to help women receive appropriate and timely care for complications from abortion, and ensure that health services reflect and meet community expectations and needs; Counseling to identify and respond to women's emotional and physical health needs and other concerns; Treatment of incomplete and unsafe abortion and complications that are potentially life-threatening; Contraceptive and family planning services to help women prevent an unwanted pregnancy or practice birth spacing; Reproductive and other health services that are preferably provided on-site or via referrals to other accessible facilities in providers' networks.


� The MINIMat study is a study of pre- and postnatal food and micronutrient supplementation conducted in the Matlab surveillance area beginning in November 2001. 
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