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PROJECT SUMMARY: Describe in concise terms, the hypothesis, objectives, and  the relevant background of the project. Describe concisely the experimental design and research methods for achieving the objectives. This description  will serve as a succinct and precise and accurate description of the proposed research is required. This summary must be understandable and interpretable when removed from the main application. ( TYPE TEXT WITHIN THE SPACE PROVIDED).


Principal Investigator:  Dr. Roslin Botlero

Project Name: Better understanding of recognition and response to postpartum hemorrhage.
Total Budget: $ 40,004/                                      Beginning Date:  September 2005            Ending Date: August 2006


Recent evidence suggests a substantial decline in pregnancy-related mortality in rural Bangladesh.  A national survey conducted in 2001 reported a maternal mortality ratio of 400 per 100,000 live births, a level that is more than 15% lower than that reported in the late eighties.
 Twenty-five years of surveillance in rural Matlab confirm these findings: pregnancy-related mortality declined from a high of 550 per 100,000 live births in the seventies to below 300 per 100,000 in recent years (unpublished). 1 The decline in direct obstetric mortality was more pronounced, from 500 to 200 per 100,000 live births over 25 years.  If rates of haemorrhaging were reduced, the decline in mortality would be even greater.  

Despite the wealth of information that is available on maternal mortality, little is known about local perceptions of obstetric complications.   In order to develop appropriate strategies to reduce maternal mortality, we need to gain a better understanding of local interpretations of signs and symptoms of the leading causes of mortality, associated treatment practices and expected outcomes.

This exploratory study will address delay 1. Long-term objectives are to describe the cognitive processes, perceptual cues, and social relations that influence recognition of and response to PPH; apply the findings to community-based Safe Motherhood strategies focusing on birth preparedness and complication readiness (BPCR); and set the stage for a cross-cultural study that aims to test the assumption that cultural norms surrounding PPH are locally specific.  This study will contribute to improved recognition and response to PPH in settings characterized by homebirth and high maternal mortality.The study findings will improve the recognition of and response to postpartum hemorrhage and thus will help to reduce deaths from postpartum hemorrhage.

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


Name  Improving recognition of and response to postpartum hemorrhage.
                                                  Professional Discipline/ Specialty                                         Role in the Project


1. Dr. Roslin Botlero

Public Health Specialist


Principal Investigator

2. Dr. Lynn Sibley

Midwife/Medical Anthropologist

Co- Principal Investigator

3. Dr. Marge Koblinsky

Senior Scientist



Co- Principal Investigator

4. Dr. Lauren Blum

Medical Anthropologist


Co- Investigator

5. Ms. Nahid Kalim

Anthropologist



Co- Investigator

DESCRIPTION OF THE RESEARCH PROJECT

Hypothesis to be tested:


Concisely list in order, in the space provided, the hypothesis to be tested and the Specific Aims of the proposed study. Provide the scientific basis of the hypothesis, critically examining the observations leading to the formulation of the hypothesis.


Specific Aims:


Describe the specific aims of the proposed study. State the specific parameters, biological functions/ rates/ processes that will be assessed by specific methods (TYPE WITHIN LIMITS).


1. To describe cultural norms pertaining to bleeding after childbirth and their possible modes of transmission.

2. To map the process of problem recognition and response to PPH, examining the relationships between cultural norms, individual health beliefs, and personal experience of women and caregivers with perceived PPH
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).

                                                                                                                                                                                          

Worldwide over 500,000 women die each year from complications related to childbirth, with 99% of deaths taking place in developing countries. Most deaths (77%) occur during labor, birth, and the postpartum period, where the leading cause of death is postpartum hemorrhage (PPH) due to uterine atony and/or retained products of conception. The estimated average interval from onset of bleeding to death is less than two hours. Almost half of women give birth at home assisted by an unskilled attendant, including family and traditional birth attendants (TBA). Women, families, and TBAs are usually not prepared to handle obstetric emergencies such as PPH, yet referral rates for emergency obstetric care are typically low. Thus there is a tragic mismatch between cause and timing of death, birth attendant skill, and health seeking behavior. The Delay Model, a framework that has guided Safe Motherhood programming and research for 15 years, proposes that delay may occur at three points along a "pathway to survival":  1-- problem recognition-decision to seek care; 2-- reaching care; 3-- receiving adequate care. 

Preliminary studies:

Study 1.  

TBAs, their training and maternal health in Belize.27 This 2-year ethnographic study, the PI’s PhD dissertation conducted in Belize, Central America, during 1989-1991, combined a case series design based on participant observation with a cross-sectional survey to examine the influence of biomedical training on concepts, practices, and maternal health outcomes. The case series design included two key informants, one trained and one untrained TBA, and 30 women in their care during labor, birth and the early postpartum period. The cross sectional survey included a random sample of 25 trained and untrained TBAs, 75% of all TBAs in two districts. Findings include that there was no difference in concepts, practices, and health outcomes among the trained and untrained TBAs, however, there were substantial differences when compared with biomedical understandings, indicating that training had a limited effect. That traditional concepts and practices were internally consistent and perceived as appropriate and effective both by TBAs and women in their care, suggests one factor limiting the influence of biomedical training. For example, substantial bleeding after childbirth was considered a necessary cleansing process-- the normal amount of blood loss was 2 liters (4 times the biomedical equivalent), thus recognition and response to bleeding, as per biomedical parameters, was delayed. These findings highlight the important role of cultural beliefs in mediating behavior and the implications for behavior change interventions such as TBA training and BPCR.

Studies 2 a-b. 

Traditional birth attendant training effectiveness: a meta-analysis.28-29 This quantitative literature review of traditional birth attendant (TBA) training effectiveness, conducted from 1997-2002, included 60 eligible studies measuring 1,695 unique outcomes reflecting attributes such as knowledge, attitude, and behavior related to maternal and child health care (MCH), as well as maternal and perinatal mortality. The sample studies span 30 years and 3 world regions. Main findings include moderate to large, positive effect sizes for MCH knowledge, attitudes, behavior and advice associated with training, with small effect sizes associated with perinatal health outcomes, e. g., the effect size for cause specific neonatal mortality due to birth asphyxia indicate an 11% increase over the untrained TBA baseline. Given the magnitude of perinatal mortality globally, even this small percentage difference may be significant from a public health perspective.  Unfortunately, the data were insufficient to document the association between training and maternal mortality. Moreover, the overall quality of studies included in the sample did not permit causal attribution to training, and in the more rigorous studies, TBA training was but one intervention in an integrated package of interventions.

Recently (2004), we analyzed a subset of 16 studies from the original meta-analysis containing outcomes pertaining to referral emergency obstetric care.5 Main findings include a medium, positive, but non-significant association between training and knowledge of risk factors and health conditions requiring referral (danger signs); with small, positive, significant associations between training and TBA referral behavior (a 36% increase over the untrained TBA baseline), as well as maternal service use (a 22 % increase over the untrained TBA baseline). These findings suggest that the real effects of TBA training on TBA and maternal referral behavior are likely to be small, and emphasize the complexity of referral. The decision to seek care depends on the balance of health beliefs (i.e., concepts related to normal and abnormal signs and symptoms, perceived risk, perceived cause, preferred treatment/treatment options, perceived quality and benefits of treatment, and consequences if untreated) with the effort and resources needed for transport and presence of logistical barriers,6 as well as the value placed on women’s lives. How these variables inter-relate and which has greater weight may be locally specific. We argue that a more promising research agenda would be to reposition questions regarding the effect of TBA training on referral for emergency obstetric care, i.e., specifically maternal health seeking behavior, to an ecological perspective encompassing determinants of maternal morbidity and mortality as captured in components of the Delay Model. 
Study 3.  

The Morbidity and Performance Assessment (MAP), undertaken during 1998-2000 in rural Uttar Pradesh, India, was one of three baseline studies conducted as part of the USAID-funded Community Partnership for Safe Motherhood Project and first field test of the American College of Nurse-Midwives’ Home-Based Life Saving Skills. 30 The MAP study was a retrospective cross-sectional survey with expert case review, based on verbal autopsy method, adapted for use with survivors and non-survivors 31-33 It was designed to identify women and newborns who experienced symptom clusters suggesting major life threatening complications and contextual factors related to morbidity and mortality. Maternal complications of interest included early pregnancy loss, abnormal bleeding, prolonged obstructed labor, eclampsia, and sepsis. Newborn complications included birth asphyxia, sepsis, and complications of low birth weight. The MAP study was nested within a pre-post comparison design.  Eligible cases included all women who delivered at home during 1998, and their newborns, whether or not they survived. A sample of 599 women (N = 599) were included, 87% of all eligible women (cases) in the study area. Data collection consisted of three phases: household screening for eligible cases, in-depth interview of eligible cases, and expert clinical case review. 

We recently (2004) analyzed data for a sub-sample consisting of 159 women who reported symptoms suggesting abnormal bleeding during one or more time periods: pregnancy, labor-1 day postpartum, and 2-42 days postpartum.34 The aim was to examine knowledge of danger signs, problem recognition, health seeking behavior, and pregnancy outcomes, as well as the influence of maternal socio-demographic characteristics, antenatal care use, and knowledge of dangers signs on problem recognition and health seeking.  Key findings include low level of knowledge of danger signs (25%), with little variation across time periods; poor recognition of abnormal bleeding during pregnancy (sensitivity 67%, specificity 71%) and the later postpartum period (sensitivity 64%, specificity 85%), with especially poor recognition during labor–1 day postpartum (sensitivity 30%, specificity 95%), the variation across time periods being highly significant; and a level of health seeking that was consistent with problem recognition. Maternal socio-demographic characteristics, antenatal care use, and knowledge of danger signs were associated with neither recognition nor health seeking, with one exception: health seeking for abnormal bleeding during pregnancy (p = .03, odds ratio = 4.50, 95% CI = 1.20-16.94).  The observed complication and case fatality rates were high-- 7% and 4%, respectively.

Relatively poor recognition of abnormal bleeding overall, and especially during most vulnerable time period for women-- labor, birth and the first 24 hours postpartum-- is as concerning as it is understandable. While PPH is a leading cause of death, it is a relatively rare event.  Also, women, families, and communities may have beliefs about bleeding associated with childbirth that differ from biomedical understandings.18, 26 Further, environmental factors such as poor lighting conditions, different types of materials used to absorb blood loss after childbirth, or admixture with amniotic fluid may confound recognition. Finally, the information to facilitate recognition must be understood, retained, recalled, and correctly interpreted when the complication occurs.26 That maternal characteristics, antenatal care use, and knowledge of danger signs (including excessive bleeding) were not associated with problem recognition indicates that lay diagnosis of PPH is challenging. It also suggests that improving maternal circumstances, antenatal care use, and knowledge of danger signs may have a limited effect on the ability to recognize this condition.34
The premise of birth preparedness and complication readiness (BPCR) is that knowledge of danger signs and having a contingency plan for a potential emergency will reduce delay in health seeking in the event of an obstetric emergency, assuming emergency obstetric care is available. 24-26 Findings from the studies described in this proposal, including our own, suggest that BPCR must move beyond teaching about danger signs if we are to improve problem recognition, the actual objective. This will require understanding the phenomenon ‘problem recognition’ and integrating this understanding into the design of BPCR interventions.15, 18-19   Qualitative research methods such as cultural consensus modeling (CCM) 37 and network analysis provide a means to systematically examine cognitive processes, perceptual cues, and social relations that influence recognition and response to PPH. The approaches hold promise not only for testing behavior change theory and strengthening the relationship between theory and core Safe Motherhood interventions such as BPCR in the interest of maternal and newborn survival; but also for testing a widely held assumption that beliefs about bleeding associated with childbirth are locally specific. 36-43 
 Expected outputs of this study include recommendations for improved approaches to recognition of PPH, a publishable article co-authored by the research team and submitted to a peer-reviewed journal.  
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). 

Design:

This is an exploratory, observational study.  

Setting: 

Matlab, Bangladesh (ICDDR, B rural research site, serving 200,000 population).  

Approach: 

With CCM 35 and aspects of social network analysis, we will examine the presence and strength of local norms, the nature of variation around those norms, and also illuminate the pathways through which people acquire cultural knowledge. With in-depth group interviews focusing on the relationship between personal experience, individual health beliefs, and norms we will map the process of problem recognition and response. Sampling, instrument development, and data collection are iterative, with stages corresponding to research question sets.  

Sampling: 

Question Set 1: To assess whether a shared cultural beliefs exist with regards to bleeding after childbirth, and the extent of sharing, we will develop and administer a semi-structured interview to a random sample of the population in order to gather the information necessary to construct a formal structured interview instrument for CCM analysis. We will administer the structured interview to this sample.  Specifically, we will randomly select the following numbers and types of individuals:  20 females (15-49 yrs, who gave birth at home during 2005), 20 elder influential women (> 49 yrs), up to 20 TBAs, and up to 20 frontline professional providers in the study area. This sampling strategy, yielding N = ~80 informants, ensures sufficient breadth (as captured in the random sample) and depth (as captured by the pool of TBAs and frontline health care providers) of childbearing experience or knowledge. The sample size required for a low level of cultural sharing (.50), a high degree of accuracy (.95) and confidence (.95) is 17 informants per group.35
Question Set 2: To assess possible modes of transmission of cultural knowledge, we will administer the same structured interview to a purposive sample of women who gave birth at home during 2005 who perceived PPH (hereafter called ‘focal females’), along with individuals we believe are likely to influence the focal females’ beliefs regarding bleeding during childbirth. Specifically, for each of 20 focal females, we will purposively select her mother or daughter (whoever is NOT included in the above sample), a neighbor (whoever is NOT included in the above sample), her husband, and her birth attendant or TBA (who may be included in the above sample). These individuals may have been involved in the PPH event. This sampling strategy yields N = ~ 100 informants. 

Question Set 3: To assess recognition of and response to PPH, and contextual factors, we will conduct an in-depth group interview with the focal females and those involved in the PPH event.  Specifically, for each of 20 focal females, we will purposively select up to three individuals, including an influential female relative, her husband (as appropriate), and birth attendant. This sampling strategy yields N = 20 focal female groups.
Instrument Development and Data Collection


Semi-structured interview (Data Set 1).  We will conduct semi-structured interviews to obtain socio-demographic information and a list of items and terms pertaining to bleeding associated with childbirth.  These items and terms will be used to develop a culturally relevant structured interview questionnaire.  We will begin the interview by asking the informant to report standard socio-demographic data such as age, education, number of children, etc.  We will next use a process called sequential free listing. We will first ask informants to describe the signs and symptoms associated with normal and abnormal bleeding. For each sign and symptom mentioned, we will next ask about perceived causes, treatment options, and consequences if the symptoms are left untreated (perceived seriousness). An example of this type of semi-structured interview guide is provided (Attachment 3).
To ensure breadth and depth of concepts and terms, we will obtain a random sample of 20 informants from each of the following groups:  women of reproductive age (15-49 yrs) who delivered in 2005, elder women (> 49 yrs < 70 yrs) who live in an extended family and thus are potentially influential in terms of childbearing beliefs and practices, TBAs, and frontline health care professionals who staff the most peripheral facilities and provide maternal and child health care (e.g., doctors, nurses and midwives at health posts). These informants, who must be healthy, able and willing to participate, will be selected as follows:  

a.  Women of reproductive age who delivered in 2005.  ICDDR, B Matlab routinely collects community level information on all pregnancies, births and health outcomes in the intervention area via pictorial cards. The information is entered into a database maintained at the field office. We will use a table of random numbers to select this sub-sample from the pool of women who meet the inclusion criteria.

b.  Women who are elder, potentially influential.  ICDDR.B Matlab maintains a comprehensive Health and Demographic Surveillance System database.  We will use a table of random numbers to select this sub-sample from the pool of women who meet the inclusion criteria.

c.  TBAs.  ICDDR, B Matlab maintains a list of practicing TBAs.  We will review the list with Community Health Workers in the area to ensure no TBA is missing from the list.  We will divide the list into untrained and trained TBAs and select 10 TBAs from each using a table of random numbers.

d.  Frontline health professional.  The project team will compile a list of all health professionals in the Matlab area.  This will include ICDDR, B midwives and doctors (about 20) and Government of Bangladesh health professionals, including doctors, nurses and Family Welfare Visitors (around 5-10 would be eligible).  We will use a table of random numbers to select this sub-sample.
Structured interview (Data Set 2).  We will prepare the structured interview questionnaire using a sentence-frame substitution format consisting of true/false questions. The questions will systematically link the most salient terms and items generated by the sequential free listing task described above. For example, questions that might be generated are: “Normal bleeding is associated with xxx.”  “YYY is a sign of abnormal bleeding.” “ YYY is often caused by zzz.” “ When a woman shows signs of YYY, the best thing to do is www.” “YYY is a sign that something is seriously wrong.” “When a woman has YYY, she could die.” We will include an equal number of positive and negative statements so as not to bias informants towards positive or negative responses. The total number of questions will depend upon the number of items and terms generated in the free listing task.  An example of this type of structured interview questionnaire is provided (Attachment 3).

The responses will be used to identify and describe the cultural consensus model of bleeding associated with childbirth and possible modes of transmission of cultural knowledge. The same informants who participated in the semi-structured interview will be asked to participate in the structured interview.  In addition, we will purposively identify and select 20 women of reproductive age who gave birth in 2005 and who experienced perceived postpartum hemorrhage (focal female) and three additional individuals identified by each woman including a female family member (daughter, mother, or mother-in-law), a female friend or neighbor, and her birth attendant to participate in the structured interview. We will identify the women who experienced perceived postpartum hemorrhage through the database maintained by ICDDR, B Matlab that is derived from the pictorial cards.  

Note. For cultural consensus modeling, the minimum number of subjects needed to classify a desired proportion of questions with a specified confidence level for different average levels of cultural competence can be found in S. Weller and A. Kimball Romney 1986, pg. 77 (Systematic Data Collection:  Qualitative Research Methods Series 10).  With a low average level of competence (.5), we will need 17 individuals per group to classify correctly at least 95% of questions at 95% confidence level. We will select 20 per group.

Group interview (Data Set 3).  Lastly, we will conduct up to 20 group interviews, the responses to which will be used to describe and compare the cultural explanatory model, individual health beliefs and personal experience with postpartum hemorrhage to map the process of recognition and cues to action. Each group will consist of a woman who gave birth in 2005 and who experienced perceived postpartum hemorrhage- the focal females described above 
 and the individuals who participated in the event, including family caregiver, husband and TBA. 
 

A group interview guide will be developed consisting of primarily open-ended questions and having three foci eliciting: individual group member experience of PPH as the event unfolded (e.g., from birth, through the onset of signs and symptoms through emerging awareness and subsequent responses), additional contextual factors that influenced their recognition and responses to the PPH event, and individual group member health beliefs about PPH generally (e.g., perceived causes, susceptibility, consequences, benefits of treatments, barriers to treatment, cues to action, self-efficacy). 

Translation, back-translation and tape recording

Translation / back-translation of the disclosure statement and interview instruments will involve 1) developing the disclosure statement and questionnaires in English, 2) having the two trained interviewers who are bilingual with Bangla as their native language and English as their second language translate these into Bangla, working side-by-side with one of the co-investigators to ensure clarity of concepts, and 3) having another bilingual person whose native language is English translate the Bangla version back into English. The senior investigators and translator will resolve discrepancies before the disclosure statement and questionnaires are pre-tested. These will be revised, as needed.

The semi-structured free-listing interviews will lists of terms and concepts that will be used to develop the structured interview.  The structured interviews will generate pre-coded ‘T’ / ‘F’ responses that will be used to identify and describe the cultural consensus model.  Given the type of the responses generated, and the planned analyses using these data, we believe that it is appropriate that the two trained bilingual interviewers write directly onto the respective data collection forms in English. That is, they will translate the informant’s responses during the process of data collection. They will tape record the entire interview, however, and listen to the tape (random spot checks) for purposes of verification against the completed data collection forms. If we find that information is lost using this process during pre-testing, or if the random spot checks reveal inconsistency in the meaning of a term or concept between a tape-recorded response and the data entered on a form, we will transcribe the entire taped interviews in Bangla and translate into English. The group interviews will generate narrative data in multiple voices. This will require tape recording with transcription and translation from Bangla to English for the planned text analysis.

Table 1.  Subject selection details.

	Type of subject
	Data Set*  
	N
	Inclusion Criteria
	Means of Identification


	Sample

	Women of reproductive age 
	1, 2
	20
	15-49 years,

Gave birth at home during 2005


	Community-based surveillance system maintained by Matlab field office
	Random

	Elder women, potentially influential
	1, 2
	20
	> 49 < 75 years, 

Living in an extended family


	Community-based surveillance system maintained by Matlab field office
	Random

	Traditional birth attendants (TBAs)


	1, 2
	< 20
	~ > 25 < 75 years

Attending births in the community, 

Trained or untrained
	List of TBAs maintained by Matlab field office
	Random

	Frontline health care providers


	1, 2
	< 20
	~ > 25 < 75 years

Providing primary health care in local health post or clinic
	List of primary health care providers maintained by Matlab field office
	Random

	Women of reproductive age (focal female)
	2, 3
	20
	15-49 years, 

Gave birth at home during 2005,

Perceived PPH
	Community-based surveillance system maintained by Matlab field office
	Purposive

	Focal female’s female relative (daughter, mother or mother-in-law)
	2, 3 **
	20
	15 - < 75 years,

Living in focal female’s extended family, 

NOT included in sample for Data Set 1
	Identified by focal female
	Purposive

	Focal female’s female friend 
	2
	20
	15 - < 75 years,

NOT included in sample for Data Set 1
	Identified by focal female


	Purposive

	Focal female’s TBA (if appropriate)
	2, 3 **
	20
	~ > 25 < 75 years

Attending births in the community,

Trained or untrained, MAY be included in Data Set 1
	Identified by focal female
	Purposive

	Focal female’s husband
	2, 3 **
	20
	--
	Identified by focal female
	Purposive


* Data Set 1 = Semi-structured interviews, Data Set 2 = structured interviews, Data Set 3 = group interviews.   ** If involved in focal female’s perceived PPH event, will be included in dataset 3.  Otherwise, those involved in focal female’s perceived PPH event will be identified by focal female and invited to participate.

Data collection will occur in two phases:  semi-structured interviews (Data Set 1) o/a December 2005, and structured interviews and group interviews (Data Sets 2 and 3) o/a June 2006. The semi-structured data and structured interview data will be entered into WORD files, saved in ASCII format, cleaned and imported into ANTHROPAC 4.98 for analysis. This software program is specifically designed for such data and cultural consensus modeling. The group interview data will be entered into WORD files and imported into Nvivo.

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).  


ICDDR, B represents an excellent opportunity to conduct the proposed research project. The Reproductive Health Unit of Public Health Sciences Division is involved in several Safe Motherhood related research programs. The proposed study will be part of the researches conducted in the Reproductive Health Unit of PHSD in ICDDR, B. 

Matlab has the necessary infrastructure to support research projects.  A tremendous advantage to carrying out research in Matlab relates to the vast databases, which include information collected through periodic censuses collecting socio-economic information, including asset ownership, years of education and religion and the ongoing surveillance system (HDSS). The HDSS maintains data on all births, deaths, marriages and migrations since 1966, and each individual has a unique identifier.
  . Each pregnant woman is also supplied with a pregnancy follow-up card (pictorial card), which records information especially on maternal morbidities during antenatal, delivery and post-natal period. So women with a history of recent delivery and bleeding complication can be easily identified with these cards. No other rural site in the world has such a wealth of data available

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).


Question Set 1:  We will analyze the structured interview responses using CCM.35  We will code the responses from the ~80 informants into an item-by-informant matrix. The data will be directly entered into computer software ANTHROPAC 4.98. 51 As part of the analysis, data are aggregated into an item-by-informant correlation matrix and converted into inter-informant and inter-item correlation matrices. The inter-informant correlation matrix will be factored by a principal axis (minimum residual) extraction method to obtain individual competency scores, corrected for guessing using both match and covariance methods. If the results indicate a single factor or single response pattern among the informants (the ratio of 1st to 2nd eigenvalue > 3:1), then the consensus model is appropriate to describe the data. This eigenvalue ratio, along with the percentage of variance explained by the principle component, will tell us whether, and to what degree, the informants can be said to share a set of beliefs about this cultural domain.37, 53 By combining competency scores, aggregate answers and individual responses, we can calculate the set of question responses that best summarizes the data (hereafter we will call this the ‘consensus key’). The culturally correct answers to the set of questions will be estimated using the aggregate responses, weighted by individual competency scores.  To determine if characteristics of individuals contribute to their cultural knowledge, we will regress individual competency scores obtained above on age, parity, socio-economic status, educational attainment, antenatal care, and personal experience with PPH, being careful to look for excessive correlation among the predictor variables. Finally, the inter-item correlation matrix will be analyzed using multi-dimensional scaling, resulting in a visual representation of the pattern of similarities among items represented in Euclidean space, i.e., an explanatory cultural model of PPH.

Question Set 2:  We will calculate and compare the correlations from the structured interview responses of:  a) 20 focal female-mother (or daughter) pairs, b) 20 focal female-husband pairs, c) 20 focal female-neighbor pairs, and d) 20 focal female-TBA pairs.  For example, given a 150-question structured interview, we will arrange the questions in the columns and the pairs in the rows. We will then calculate a similarity score by taking the matched coefficient e.g., the percentage of times that the focal female-mother answers matched. This procedure, when done with all focal female-mother, focal female-husband, focal female-neighbor, and focal female-TBA pairs, will ultimately generate 4 lists of 20 pairs, each with numbers that will range from 0 (no agreement) to 100 (total agreement). We will plot these distributions using a histogram to determine if the means of the distributions are significantly different from each other using a set of t-tests. For example, if the similarity score for focal female-mother pairs is substantially greater than that of the focal female-neighbor pairs and also the focal female-TBA pairs, then one can conclude that transmission of beliefs is predominantly vertical (via family). If the similarity score for focal female-neighbor pairs is substantially greater than that of the focal female-mother pairs, and also the focal female-TBA pairs, then one can conclude that transmission of beliefs is predominantly horizontal (via peer group). If the similarity scores for focal female-TBA pairs is substantially greater than that of the focal female-mother pairs, and also focal female-neighbor pairs, then one can conclude that transmission is predominantly via the birth attendant. If the three similarity scores are comparable, then the pattern of transmission can be considered to be 

“conformist” or diffuse among the focal female’s small group.  If the three similarity scores are also similar to the overall consensus key, then the pattern of transmission can be considered as widely diffuse throughout the female population.  

Questions Set 3: The transcribed text data will be analyzed using qualitative data analysis techniques.  Data will be directly entered into the computer software NVivo. 52 We will review, sift, and sort through the transcribed records, identifying concepts, categories, and themes, linking these and mapping the process of problem recognition and response(s) to PPH as the event unfolds. We will also examine and describe the relationships between personal experience, individual health beliefs, and cultural norms related to PPH. 
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.

This study proposal will be submitted to the Ethical Review Committee of ICDDR, B for approval. No invasive techniques or interventions will be used in the study. Data gathered from interviews will be kept anonymous and confidential.
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.


No animals will be used in the study.
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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.


Lynn, Please review and give input

Results from this study will be disseminated in various ways. By the nature of this study the community people, the health-care providers, professionals and policy makers will be informed about the study as it becomes implemented. The project staff expect to hold seminars and workshops to disseminate the results at local level as well as present findings at national and international forums appropriate for policy dialogue. Manuscripts and reports developed for the project will be published in peer-reviewed journals to achieve a wide circulation of the information.
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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)
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i. Koblinsky M, L Sibley, N. Kureshy.   Increasing use of skilled birthing or emergency care for maternal survival: challenges for Safe Motherhood. (Submitted 2004)
ii. 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)
iii. 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.
iv. Koblinsky M. (ed).  Factors Affecting Maternal Mortality Reduction: Lessons from Bolivia, China, Egypt, Honduras, Indonesia, Jamaica, and Zimbabwe. Washington, DC:  World Bank (2003) 
v. 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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          relevant to the present research proposal)

List of ongoing research protocols  

(start and end dates; and percentage of time)

4.10.   As Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	1999-009 (Drowning-USAID)
	01-08-04
	Applied for extension
	

	1999-009 (Drowning-UNICEF)
	01-05-05
	31-12-05
	9%

	Nipah (USAID)
	01-07-05
	30-09-05
	20%


4.11. As Co-Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	2003-015 (Zinc Scale Up Project)
	 01-06-03
	31-05-06
	25%


4.12.   As Co-Investigator  


	Protocol Number
	Starting date
	Ending date
	Percentage of time

	1999-009 (IMCI)
	01-06-04
	31-05-06
	10%

	Poverty & Health (DFID)
	14-11-01
	13-11-06
	5%

	2004-054 (Case Studies for Safe Motherhood - DFID)
	01-10-04
	30-06-07
	10%


5   Publications 

	Types of publications
	Numbers

	a)   Original scientific papers in peer-review journals                               
	5

	b)   Peer reviewed articles and book chapters                                                               
	1

	c)   Papers in conference proceedings
	16

	c)  Letters, editorials, annotations, and abstracts in peer-reviewed               journals  
	0

	d)   Working papers
	0

	e)  Monographs
	2


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

1) Pack, RP, Wang, Y, Singh, A, Seidlein, L von, Pack, AK, Linda, B, Piyarat, YG, Blum, LS, Bhutta, ZA, Santoso, SS, Trach, DD, Waluyo, I, Nyamete, A, Clemens, J, Stanton, B. 2005. Willingness to be vaccinated against shigella and other forms of dysentery: a comparison of three regions in Asia. Vaccine. (Accepted for publication)

2) Arifeen, SE, Blum, LS, Hoque, DME, Chowdhury, EK, Black, RE, Victora, CG, Bryce, J. 2004. Integrated Management of Childhood Illness (IMCI) in Bangladesh: early findings from a cluster-randomised study.  Lancet. Oct 30;364 (9445):1595-602.

3) Blum, LS, Pelto, GH, Pelto, PJ. 2004. Coping with a Nutrient Deficiency: Cultural     Models of Vitamin A Deficiency in Northern Niger. Medical Anthropology, 23:1-33.

4) Blum, LS. and Nahar, N. 2004. Cultural and Social Context of Dysentery: Implications for the Introduction of a New Vaccine. Journal of Population, Health and Nutrition (in press). 

5) Blum, LS. 1999. The Cultural Context of Vitamin A Deficiency: A Comparative Study of Two Hausa Communities. Doctoral Dissertation. Storrs, CT: University of Connecticut.
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1.    Name: 


Nahid Kalim

2.    Present position:

Senior Research Officer, Case study for safe motherhood, RHU/PHSD

3.  Educational background:          M. S. S. in Anthropology

                                                         Jahangirnagar University Savar, Dhaka.

       (Last degree and diploma & training

        relevant to the present research proposal)
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6    Five recent publications including publications relevant to the present research protocol
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        2)

        3)

        4)
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                                                                    APPENDIX

International Centre for Diarrhoeal Disease Research, Bangladesh

                                   Voluntary Consent Form


Title of the Research Project:  Better understanding of recognition and response to postpartum hemorrhage        


Principal Investigator: Dr. Roslin Botlero


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.


Instructions

The disclosure statement should be read to your informant before beginning your interview. If your informant indicates that he or she understands the disclosure information and agrees to proceed, the interview may be conducted.  If your informant has any questions, answer these to the best of your ability before conducting the interview. If you are not able to answer any question, please direct the informant to contact investigator Dr. Roslin Botlero or Ms. Nahid Kalim at the ICDDR, B office. They can be reached at 8811751-60(ext.2257) or roslinb@icddrb.org .We will assist you to contact them.

NOTE:  Informants who participate in the semi-structured interview will also be asked to participate in the structured interview at a later date.  Some informants who participate in the structured interview may also be asked to participate in the group interview, as appropriate e.g., if the informant is one who experienced perceived PPH.  Please obtain prior permission to contact any informant who is selected to participate in a second interview.  

Before beginning the interview, check to see if the informant is comfortable and is not distracted with other activities.  Check to see if the time is convenient for the interview.  Then read the following disclosure statement and obtain the informant’s consent to proceed with the interview. DO NOT proceed without informed consent.  

Disclosure statement 

Good __ [morning / afternoon].  My name is ___ [your name].  I work with the ICDDR, B in Matlab.  Our team is conducting a study, talking to women, traditional birth attendants, and health care providers in the community to learn more about their understanding of the bleeding that comes naturally with childbirth.  Our purpose is to improve the ability to identify and take action when the bleeding becomes too much and threatens a woman’s life.  You have been chosen to participate in this study because of your experience with [childbearing / care of childbearing women / too much bleeding after childbirth]. I would like to talk with you. To do this, I will need about 30-45 minutes of your time.  Is this a good time for you to talk? [Wait for the informant to answer ‘Yes’ or ‘No’.  If ‘Yes’, continue to read.  If ‘No’, ask the informant if there is a better time and then re-schedule the interview.]

The risks of participating this study are minimal, such as your time to complete the interview.  There are no known benefits to your participating in the study apart from the important information that will be gained and used to improve the ability to identify and take action for too much bleeding after childbirth among women, families, and birth attendants in your community. This information may save lives.  

Please be assured that the information you provide will be treated in a confidential manner.  We would like to tape record the interview, with your permission.  However, we will use a study number to identify the information you provide.  We will not use your name.  About 180 people will be interviewed and your information will be combined with theirs to be reviewed and reported as a group. You will not be personally identified in any study report.  

Please also be assured that your participation is completely voluntary and that you may withdraw from the study at any time. You may ask any questions you like, you may decide not to answer any question, and you may end the interview at any time. 

Do you have any questions? 


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 interviewer _______________________________________

Date ________________


Signature of Investigator/ or agents                                                                              Signature of Subject/ Guardian

 Date:                                                                                                                                   Date:

Continuation Sheet (Number each sheet consecutively)


Detailed Budget for New Proposal


Project Title:   Better understanding of recognition and response to postpartum hemorrhage


Name of PI: Dr. Roslin Botlero


Protocol Number: 2005-025                            Name of Division: Public Health Sciences Division


Funding Source: NIH Nursing Research, Emory University       Amount Funded (direct):$36,250       Total:US$40,004                      Overhead (32%) $3,754


Starting Date: September 2005                            Closing Date:  August 2006


Strategic Plan Priority Code(s):06 : Help reduce maternal morbidity and mortality by improving 

                                                      emergency and essential obstetric care and safe motherhood.


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.


Emory Personnel

Lynn Sibley, CNM, PhD:  Co-PI, Associate Clinical Professor, School of Nursing (Lillian Carter Center for International Nursing), and Rollins School of Public Health (Department of Global Health), Emory University, support for 17% effort. Dr. Sibley will be responsible for study concept, design, methods, and implementation. Specific responsibilities include drafting and pre-testing instruments, research team orientation and training, supervision of data collection OR DIRECT COLLECTION WITH TRANSLATOR, quality control, and entry (with Co-Investigator and GRA), as well as analysis, interpretation, and reporting.

TBD, RN, BSN, MSN-MPH candidate:  Graduate Research Assistant (GRA), Emory University School of Nursing and Rollins School of Public Health, support for 17% effort. The GRA will collaborate with the senior research team members on all aspects of on-site study implementation, as well as data entry and analysis.  
ICDDRB Personnel

Roslin Botlero: Principal Investigator, support for 5% effort.  Dr. Roslin will be responsible for on-site study coordination/implementation, assisting the Co-PI and GRA with adapting and pre testing instruments, hiring interviewers ,field logistics, as well as supervision of data collection and quality. 

Lauren Blum : Co-investigator : Dr. Blum will be responsible for technical input on all components, training of filed workers, pre testing  instruments

Nahid Kalim : Senior Research Officer, support for 15% effort for 12 months. 

Research Officers : support for 100% for 5 months.  These bi-lingual individuals will assist with translating and pre-testing the instruments, and will be responsible for administering180 interviews, as well as performing data quality checks. 

Other Direct Costs

Supplies and printing cost will be covered from other sources.

Logistical support:

An amount of US$950 (this is partial amount and rest of the required cost will be covered from other sources) is budgeted for logistical support for the field activities of the qualitative work. This includes food, accommodation and transport cost of three researchers for conducting field work. 

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                : 

Revised on: 6th January 2005
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� EMBED Word.Picture.8  ���








� National Institute of Population Research and Training (NIPORT), ORC Macro, Johns Hopkins University and ICDDR, B. 2003. Bangladesh Maternal Health Services and Maternal Mortality Survey 2001. Dhaka. Bangladesh and Calverton, Maryland (USA): NIPORT, ORC Macro, Johns Hopkins University, and ICDDR, B.


� Final Report of UON study at Matlab.


� National Institute of Population Research and Training (NIPORT), ORC Macro, Johns Hopkins University and ICDDR, B. 2003. Bangladesh Maternal Health Services and Maternal Mortality Survey 2001. Dhaka. Bangladesh and Calverton, Maryland (USA): NIPORT, ORC Macro, Johns Hopkins University, and ICDDR, B.


� An unpublished community-based study conducted in Bangladesh suggests that 15% of women perceive to have experienced postpartum hemorrhage (Personal communication, L. Blum)


� Decision makers related to childbirth are primarily elder females, particularly mother in laws. Where money is involved, husbands are also consulted. 


� Van Ginneken J, Bairagi R, de Francisco A, Sarder AM, Vaughan P (1998). Health and demographic surveillance in Matlab: Past, present and future. Dhaka: International Centre for Diarrhoeal Disease Research, Bangladesh (ICDDR, B) special publication No. 72.
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