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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. Dinesh Mondal


Project Name: Development of Implementation Strategies For Visceral Leishmaniasis (VL) Treatment In Bangladesh - Visceral Leishmaniasis Related Knowledge, Attitude and Practices in the Community and Health Care Providers.
Total Budget           25,000                                            Beginning Date: 01/07/06                       Ending Date: 30/06/07



Visceral leishmaniasis (VL) if left untreated, has a high mortality rate. In Bangladesh, the disease was an important public health problem during the pre-malaria eradication period in the 1950s, but, during the 1960s, it almost disappeared as a result of malaria control activities involving the widespread use of DDT residual spraying. But in the late 1970s when large-scale DDT ceased, the disease reappeared in Bangladesh. Recently estimated, incidence rate of the disease was 20/10,000 population with a mortality rate ~ 10% particularly in women. Forty three million people are at risk for VL in 32 districts of Bangladesh. The disease is endemic in 5/32 districts. So, there is an urgent need to take various control strategies to prevent large epidemics of VL.  

Successful control of any infectious disease requires a high level of understanding of the social and cultural characteristics of individuals and communities residing in endemic areas. Therefore, it is essential to understand the knowledge, attitude and practice of the people from different sections of the community about VL and for its treatment. Present study will explore the knowledge and perception of the community and health care provider for VL as well as current health seeking behavior of the community and health care provided by the private and government health providers in one of the endemic areas for VL in Bangladesh. In addition to this present study will screen for VL in individuals with fever more than two weeks by rK39 dipstick test. 

The study is descriptive and is a cross-sectional survey. The main research tools will be in-depth interview with structured/semi-structured questionnaires and focus group discussion and rK39 dipstick test. 
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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 knowledge, attitude and practice of the community and health care provider for kala-azar are not adequate to control kala-azar in endemic regions.

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 determine the knowledge of, and the importance given to, leishmaniasis and its control by different sections of society.

2. To assess the health care providers’ knowledge and current practices of VL diagnosis and treatment and to identify possible options for improvement.

3. To study people's health seeking behavior with respect to VL treatment and its determinants.
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).

                                                                                                                                                                                          

Introduction

Visceral leishmaniasis/Kala-azar (VL/KA) is a life threatening disease and if untreated, has usually fatal outcome. Of the estimated 5,00,000 VL cases that occur every year throughout the world. More than 90% cases occur in India, Bangladesh and Nepal [1,2]. Pentavalent antimonials are the first line treatment for the last six decades [3]. However, various studies show that more than 60% of patients do not respond to Sodium Antimony Gluconate (SAG) [3, 4, 5, 6, and 7]. In Bangladesh still there is no report for resistant to Sodium Antimony Gluconate, but Bihar appears to be the first region in the world where large-scale therapeutic failure with pentavalent antimonials was reported [5, 8]. Although, Pentamidine and Amphotericin B have been tried as effective alternatives [9,10,11,12], both of them are toxic [13, 14, 15]. With Pentamidine isethionate, the reported resistance ranges from 22 to 31% [16, 17]. Appearance of resistance to these drugs, according to anecdotal evidence, is mainly due to problems in the supply and delivery system as well as to low affordability and limited access of patients to drugs. Further, there is wide spread misuse of these compounds, poor compliance of patients to treatment because of long duration and painful nature of the drug and above all substandard treatment schedules followed by physicians [8, 18]. The doses (10 to 20mg) and duration (10 to 40 days) of the treatment with SAG has been changing from time to time to cope with the increasing resistance of the leishmania parasite with the drug. Many physicians who are not up-to-date with the changing trends in the treatment continue to use low doses for shorter durations. Compliance to pentamidine is also poor because of frequent occurrence of severe side effects. Availability of liposomal Amphotericine B, a parentrally administered drug, is a major breakthrough in the treatment of VL [18], but its use is prohibitively expensive for the poor people who are affected the most by this disease [19, 20, 21].

           At present, more than 20 districts in Bangladesh are affected by Kala-azar.  In the year 2002, total incidence and death due to VL in Bangladesh were ~ 9510 and 36, respectively (22). Considering the extent of under-reporting of kala-azar cases in Bangladesh, the actual figures could be 2 to 3 times more than the officially reported cases. 

Constraints:

According to Kala-azar control programme of WHO the VL prevalence must be reduced to <1/10000 by 2015. So it is important to know the true prevalence rate of VL in the endemic areas of Bangladesh by active household surveillance. It addition to active case detection and proper treatment, understanding the knowledge, attitude and practice of the community to VL will help to control VL in endemic areas of Banladesh. 

Technical Aspect: 

Early case detection is hindered by the lack of a proper surveillance system. Although some patients report to nearby PHCs during the early phase of the disease, due to lack of appropriate diagnostic facilities, there is a delay of 2-3 months before the actual treatment begins. Most of the cases are referred to private laboratories or to the district hospital for diagnostic procedures.

Treatment of the confirmed VL cases with the existing drugs like SAG shows poor or no response in a sizeable proportion of cases (around 60%) in India. Such treatment-failure cases also help in maintaining and aggravating the burden of the disease through continued transmission.

Another important aspect is the persistence of perennial transmission through the Post Kala-azar Dermal Lesion (PKDL) cases [23], which often remain undetected and untreated because of the innocuous nature of its dermal lesions. The PKDL cases, act as the potential reservoirs of the disease. In addition, asymptomatic or sub-clinical cases also pose a threat to continued transmission of the disease in the community [1,23]. 

Operational Aspect: 

Under the National Kala-azar Control Programme supported by WHO, VL patients receive supplied drugs from the Medical Officers of the respective thana health complex. The shortage and delay in supply of drugs to thana health complex, compels the patient to seek treatment through private health care system. This leads to loss of faith in public health care delivery system within the community and hampers community participation in the control programme.

 Moreover, there is no proper mechanism at present to monitor the quality of the drugs procured for distribution. The absence of proper storage facility for drugs might also reduce the potency of drugs by the time it reaches to the patient.

 Proper measures to control sand flies are an important pre-requisite for controlling leishmaniasis [24, 25, 26]. High incidence of VL is reported during pre-monsoon season that coincides with high vector density and increase in man-vector contact due to outdoor sleeping habits of the host during the summer [26, 27]. During this period, the vectors are found in abundance in peridomestic vegetation around the households, which are usually not covered during insecticide spray operations. 

Behavioural Aspect: 

Community awareness and participation act as the fulcrum in the success and sustainability of any control programme. A study on awareness in a community on Kala-azar revealed poor knowledge on disease transmission and vector habitats in India [28]. Social stigma related to macular and nodular skin lesions of PKDL (resembling leprosy) prevails in many communities, leading to poor detection and incomplete treatment of such cases. Natural habitats of sandfly like mud-plastered houses with cracks and crevices, inadequate light, bushes and vegetations in and around houses, heaps of cow dung stocked near living area etc. is quite prevalent in the areas where more cases of Kala-azar are reported [29, 30]. The adherence to drug treatment in rural areas is also far from optimum because of one or other reasons. Since the disease is mostly prevalent among the individuals belonging to lower socio-economic status [31], even if the drug is given free of cost at thana health complex, some patients (specially those who are daily wage earners) stop going to thana health complex for further treatment after taking few dosages of the prescribed medicine. Thus, poverty, illiteracy, family burden, poor knowledge etc. are the important reasons for non-compliance or low adherence to given drug treatment. 

For the elimination of kala-azar, the health care seeking behavior of the population is very important to understand. They mostly depend on village quacks and other traditional healers for their treatment. This can be improved substantially by raising their awareness about the disease. The disease reporting system may also be improved by way of increased community participation.  The public health services do organize health camps for providing health care and promoting community awareness programmes, the involvement of private sectors and the Non-Government Organizations (NGOs) in such programmes can also play a very important role in this direction [32].


 There is strong need for an acceptable and easily administrable antileishmanial drug. The identification of antileishmanial properties of miltefosine, which is an oral drug, offers such an opportunity [3, 15, 33, 34]. It has shown a cure rate of 94% in phase III trials [35]. This drug has been marketed recently. At the recommended doses the drug has minimal side effects [36] and that are mostly confined to gastro-intestinal disturbances. An important drawback of this drug is its teratogenic potentials, and thus cannot be used in pregnant women (37).


In order to take full advantage of this new opportunity for severely sick people, a series of research questions have to be answered. It is important to understand the health care seeking behavior of the community, their knowledge and importance given to VL, what health services are available to them and what are their practices related to the disease. It is also equally important to understand the knowledge and practices of health care providers in relation to diagnosis and treatment of kala-azar cases. Keeping these issues in mind the present study has been undertaken.          

Research questions

During a protocol development workshop held from 13-16 October 2003 in Varanasi, a conceptual framework for VL diagnosis and treatment was developed that describes the main steps in diagnosis and treatment of VL, and the most important patient and health service factors that determine timely and effective treatment (Fig. 1). This protocol adopted the same conceptual framework.  








Figure 1

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). 


General study design

To achieve the main objectives of the study, information will be collected from three main groups of respondents namely the general population, the VL patients and health care providers. For each group, current and retrospective data will be collected cross-sectionally using appropriate instruments.

 The data will be collected in two stages (see Fig. 2). During the first stage, a randomly selected population of some 25, 000 people from approximately 5000 households will be screened for VL with the aim of identifying all the past and current confirmed VL patients (at least 25 current patients) who are either currently on treatment or have completed treatment within last one year. In a sub-sample of 500 households (every 11th household) an additional questionnaire will be applied to determine their knowledge and practices related to VL and attitudes to different health care providers and to identify all health care providers for VL treatment for the sampled communities. During the second stage, in-depth interviews will be undertaken for the VL patients and the providers identified during the first stage.
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( An in-depth interview would be conducted at every 11th household (about 500 households in total)




Figure 2

Based on the research questions and objectives of the study, data will be collected from various sources like health care consumers, health care providers, general society, VL patients and key informants. For collection of data, different tools and methods will be applied as applicable for qualitative research. For different study objectives, following methodology will be used:

a. Interview will be conducted with the head of the family of each sample household in the study area using semi-structured household schedule.

b.  Focus group discussion will be carried out with past and current Kala-azar patiens.

c. A list of health care providers staying in the study area will be prepared and selected providers will be interviewed using structured questionnaire.

B.    Study area:          

      The study will be carried out in the Godagari upzila, the most endemic upzila for VL in Rajshahi district (Fig. 3). [image: image2.png]88°18" 88°30'E
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Godagari Upazila with an area of 471.13 sq km, is bounded by Nawabgonj and Tanore upazila on the north, West Bengal of India and the Ganges on the south, Paba and Tanore on the east and Nawbganoj upazila on the west. Population is 2178811, 50.88% male and 49.12% female. There is one Upazila health complex, 9 family planning centres and one satellite clinic. Operationally important NGOs are BRAC, ASA, Proshika, Caritas, and others.
Study population (incl. Sample size)

I. For Household Survey: (Screening of Patients)


Sample size: All the past (within last one year) and current confirmed as well as suspected cases (fever more than 2 weeks duration) of VL would be screened from the study area. Suspected cases with kala-azar will be defined by presence of fever > 2 weeks and rk39 dipstick test positive result. The rK39 dipstick test is now widely used to diagnose Kala-azar. The sensitivity and specificity of the test has been shown to be more than> 90% (22). It is proposed to include at least 25 current cases of VL. To get 25 cases of current VL cases we may have to screen a total population of 25000 (approximately 5000 households). The sample size is calculated based on the assumption that the incidence rate of VL is ~20/10000, so screening of 25000 population will be sufficient to find 25 cases with VL.
Sampling Procedure: 


The number of the unions will be listed. Considering operational feasibility, unions will be selected. The entire population covered by the selected unions (approximately 6250 x 4 = 25000) would be screened for VL cases. 

  II. Selection of Households for in- depth interview: (General Health Seeking Behaviour, Awareness about V L and information about Health Care Providers)


 Sampling procedure: A list of all the 5000 households will be made. Every 11th household would be selected by systematic random sampling. The head of the family or any other adult member present in the household would be interviewed (whoever is present at the time of survey). They would be interviewed for their socio-demographic profiles, health seeking behavior and their knowledge about VL. Information about past and current cases of VL will also be obtained as mentioned in the household screening.

III. For Health Care Providers: 


A list of all the health care providers for the study area will be prepared. Separate lists will be prepared for different categories of Doctors and Para-Medical Personnel. Finally health care provider in each category will be selected purposively to represent the doctors experienced in KA patient management. The will be selected based on community inputs. The numbers of the health care provider will be as follows; 


a) Doctors practicing modern medicine in the public sector -


   At PHC (Block and additional PHCS): All doctors (approximately 8)


   At district hospital: 3 purposively selected doctors (out of approximately 6)


   At medical colleges: 4 purposively selected doctors (out of approximately 8)


b) Doctors practicing modern medicine in the private sector -


   15 doctors will be selected purposively from a list of doctors prepared earlier.

c) Doctors practicing other systems of medicine (including unqualified doctors and traditional healers) -

   30 such doctors will be chosen purposively from a list of all such doctors

d) Paramedical staff 

i) From Public Sector: 30 such para-medical personnel would be selected from PHC and district hospital (selected purposively from approximately 60 such people). 

ii) From Private Sector: 10 such paramedical personnel would be selected from Nursing homes and NGOs. 

Health care provider will be interviewed by structured questionnaires.

IV. Past and present cases of VL identified by household screening 

As these VL patients are the most important sources of information, Focus group discussion (FGD) will be done. Focus group discussion will be organized at study field office. In one FGD the number of patients will vary from 8 to 10 only, so that effective discussions with the participants could be held. FGD will be carried out separately for male and female. Field staff familiar with the community will approach households to obtain permission from the head of household for members to participate in the FGD. Both male and female patients will be recruited. A semi-structured interview guide translated into Bangla to guide the discussion in all focus groups. The guide will consist of open-ended questions designed to keep the discussion focused on VL and VL related experiences. Each FGD will last 45 to 75 minutes. The conceptual and literal understanding of questions will be examined prior to fieldwork and adjustment will be made to eliminate confusion and to account for the local context. All the groups will be moderated by experienced moderator and will be conducted in Bangla. Data will be collected using detailed field notes and all focus group discussion will be tape-recorded.  

FLOW CHART OF TIMING OF DIFERRENT ACTIVITIES:
	                                                                  Month

Activities
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12

	Field office setup and staff recruitment
	1111
	
	
	
	
	
	
	
	
	
	

	Selection of Unions, mapping for HH and HCP and selection of HH and HCP
	
	11111
	
	
	
	
	
	
	
	
	

	HH Survey, patient detection, 
	
	
	
	1111111111111111111

1111111111111111111
	
	
	

	Interviews with HCP
	
	
	
	
	
	
	

	FGD
	
	
	
	
	
	
	
	
	11111
	
	

	Data computing
	
	
	
	11111111111111111111
	
	

	Data cleaning, analysis and manuscript preparing
	
	
	
	
	
	
	
	
	
	1
	11111111


HH – Household, HCP – Health care provider, FGD – Focus Group Discussion

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).  


As mentioned above the study will be carried out in Godagari Upzila, Rajshahi, where the current incidence rate of VL is 20/10000 population. Godagari is located approximately 10 km from Rajshahi main town and the communication facilities are excellent. Eventual suspected patient will be easily referred to the RMCH for further diagnostic evaluation. The project field office will also be hired from Rajshahi main town, where FGD and other project related activities would be done. 

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).


Descriptive statistics will be generated from the structured questionnaires, which will be administered with household heads and health care providers. Frequencies, mean/median, standard error of mean will be calculated where applicable. 

The notes and tapes collected by FGD will be translated from Bangla to English by a native Bangla-speaker, and then back-translated from English to Bangla by a native English-speaker fluent in Bangla. The field notes and tapes will be used to produce complete transcripts of the data. Transcribed notes will be coded. Multiple people code the same transcripts. The codes will be compared across analysts and then will come to consensus about how to proceed if there are differences. EZText Software, a qualitative data analysis package developed by the Centre for Disease Control and Prevention, will be used for analyze the codes. During analysis we will you look for similarities/differences between focus groups made up of men versus those made up of women and across types of health care providers.
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.

Before the start of the project, the protocol will be submitted to Institutional Ethical Committee for clearance. The Committee decides the issues related to ethical consideration. All related consent forms are usually checked by the committee, and if requires, their suggestions are incorporated in the consent forms. After clearance from the committee in black and white, the project will be taken up.
Use of Animals

Describe in the space provided the type and species of animal that will be used in the study. Justify with reasons the use of particular animal species in the experiment and the compliance of the animal ethical guidelines for conducting the proposed procedures.


Not applicable.

Literature Cited


Identify all cited references to published literature in the text by number in parentheses. List all cited references sequentially as they appear in the text. For unpublished references, provide complete information in the text and do not include them in the list of Literature Cited. There is no page limit for this section, however exercise judgment in assessing the “standard” length.                                                                       
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Dissemination and Use of Findings


Describe explicitly the plans for disseminating the accomplished results. Describe what type of publication is anticipated: working papers, internal (institutional) publication, international publications, international conferences and agencies, workshops etc. Mention if the project is linked to the Government of Bangladesh through a training programme.


The study will explicit the knowledge, attitude and practice of the community and health care providers for visceral leishmaniasis. The results will help to develop the assessment need for VL control. The study also will reveal the percent of people with kala-azar among people with fever more than 2 weeks in endemic for kala-azar area. The project is not linked to the Government of Bangladesh through a training programme.

Collaborative Arrangements


Describe briefly if this study involves any scientific, administrative, fiscal, or programmatic arrangements with other national or international organizations or individuals. Indicate the nature and extent of collaboration and include a letter of agreement between the applicant or his/her organization and the collaborating organization. (DO NOT EXCEED ONE PAGE)


The study will involve Rajshahi Medical College Hospital as a referral health care centre for suspected for kala-azar patients, identified by rk39 dipstick test at field level. Their patients will be further evaluated for diagnosis confirmation and treatment as per national treatment protocol for kala-azar patients. The supportive letters of the collaborators from RMCH are attached with the protocol. 

Prof. AHM Zehadul Karim will conduct the FGD in three cessions with patients who were treated for Kala-azar in the past one-year. The supportive letters from Prof. AHM Zehadul Karim is also attached with this protocol.

Biography of the Investigators


Give biographical data in the following table for key personnel including the Principal Investigator. Use a photocopy of this page for each investigator.


1    Name: Dr. Dinesh Mondal

2    Present position: Assistant Scientist

3    Educational background: MBBS, MD, Ph.D

       (last degree and diploma & training

          relevant to the present research proposal)

List of ongoing research protocols  

(start and end dates; and percentage of time)

4.1.   As Principal Investigator

	Protocol Number
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	End date
	Percentage of time

	
	
	
	


4.2. As Co-Principal Investigator

	Protocol Number
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	End date
	Percentage of time

	
	
	
	

	
	
	
	


4.3.   As Co-Investigator  


	Protocol Number
	Starting date
	Ending date
	Percentage of time

	
	
	
	

	
	
	
	


5   Publications 

	Types of publications
	Numbers

	a)   Original scientific papers in peer-review journals                               
	15

	b)   Peer reviewed articles and book chapters                                                               
	0

	c)   Papers in conference proceedings
	0

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

	c) Working papers
	

	b)  Monographs
	0


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

 1.
Dinesh Mondal , William A. Petri Jr., R. Bradley Sack, Rashidul Haque. Entamoeba histolytica - associated diarrheal illness is negatively associated with the growth of preschool children: Evidence from a prospective study. Trans Roy Soc Trop Med Hyg (accepted for publication). 

2. Rashidul Haque, Dinesh Mondal, M.D., Priya Duggal,Mamun Kabir, Shantanu Roy, Barry M. Farr, R. Bradley Sack, and William A. Petri Jr. Entamoebahistolytica Infection in Children and Protection from Subsequent Amebiasis. Infect Immun. 2006 Feb; 74(2): 904-9. 
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Haque R, Mondal D, Kirkpatrick BD, Akhter S, Farr BM, Sack RB, and Petri WA, JR. Epidemiologic and clinical characteristics of acute diarrhea with emphasis on Entamoeba histolyitica infections in preschool children in an urban slum of Dhaka, Bangladesh. Am. J. Trop. Med. Hyg. 2003; 69(4): 398-405.
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Duggal P, Haque R, Roy S, Mondal D, Sack B, Farr BM, Beaty TH, and Petri WA,JR. Influence of human leukocyte antigen class II alleles on susceptibility to Entamoeba histolytica infection in Bangladeshi children. JID 2004; 189:520-526.

5. Jessica L. Tarleton, Rashidul Haque,  Dinesh Mondal, Jianfen Shu, Barry M. Farr, and William A. Petri Jr.. The Cognitive Effects of Diarrhea, Malnutrition, and Entamoeba histolytica Infection on School-Age Children in Dhaka, Bangladesh. Am J Trop Med Hyg. 2006: 74(3); 475-478.
1. Name     :            Dr. Rashidul Haque 

2. Present Position:  Scientist  & Head, Parasitology Laboratory, Laboratory Sciences Division, ICDDR,B

3. Educational  background (last degree and diploma & training  relevant to the present research   proposal)

M.B., Sofia Medical Academy, Sofia , Bulgaria,  1985

Ph.D., Institute of Parasitology, Bulgarian Academy of Sciences, Sofia, Bulgaria, 1988

Certificate Course on Laboratory Diagnosis of Parasitic Diseases, London School of    Hygiene of Tropical Medicine, London, 1991.

4.   List of ongoing research protocols  

(start and end dates; and percentage of time)

#1998-009: Field studies  of human immunity to amebiasis in Bangladesh.

#2000-018: Mechanism of acquired immunity to E. histolytica infection.

#2001-021: Community based epidemiologic study of visceral leishmaniasis in Bangladesh.

4.1   As Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time
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	Types of publications
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	c)   Papers in conference proceedings
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	e)   Working papers
	

	f)  Monographs
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Detailed Budget for New Proposal


Project Title: Development of Implementation Strategies For Visceral Leishmaniasis (VL) Treatment In Bangladesh - Visceral Leishmaniasis Related Knowledge, Attitude and Practices in the Community and Health Care Providers.

Name of PI: Dr. Dinesh Mondal


Protocol Number: To be given                                            

Name of Division: LSD


Funding Source: TDR                      Amount Funded (direct):  25000                      Total: 25000                      Overhead (%): 0


Starting Date: 01/07/06                                     closing Date: 30/06/07


Strategic Plan Priority Code(s): 6


	Sl. No


	            Account Description
	Salary Support
	US $ Amount Requested

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

	
	Dr. Dinesh Mondal
	PI
	100
	NOB
	0
	
	

	
	Dr. Rashidul Haque
	Co-Investigator
	10
	NOD
	2650
	
	

	
	Health worker
	
	100
	Consol.
	7200
	
	

	
	DW (FGD & Data entry, visiting expert)
	
	100
	Consol.
	1650
	
	

	
	Sub Total                                                                              


	11500
	
	

	
	
	
	
	

	
	Consultants
	
	
	
	
	

	
	Local Travel
	
	3000
	
	

	
	International Travel
	
	1500
	
	

	             Sub Total                                                                                                                                                                      4500

	

	

	             Supplies and Materials (Description of Items)

	
	Supplies
	3000
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	Sub Totals
	3000
	
	

	
	Other Contractual Services
	
	
	

	
	Repair and Maintenance
	
	
	

	
	Rent, Communications, Utilities
	4300
	
	

	
	Training Workshop, Seminars, Patient’s related expenditures
	1000
	
	

	
	Printing and Publication, Library, 
	200
	
	

	
	Staff Development
	
	
	

	
	
	
	

	
	
	
	

	
	Sub Total
	5500
	
	


	
	Interdepartmental Services


	1st Yr
	2nd Yr
	3rd Yr

	
	Computer Charges

	
	Pathological Tests
	
	
	

	
	Microbiological tests
	
	
	

	
	Biochemistry Tests
	
	
	

	
	X-Rays
	
	
	

	
	Patients Study
	
	
	

	
	Research Animals
	
	
	

	
	Biochemistry and Nutrition
	
	
	

	
	Transport
	
	
	

	
	Xerox, Mimeographs etc.
	500
	
	

	
	Sub Totals
	
	
	

	
	Other Operating Costs
	0
	
	

	
	Capital Expenditure
	0
	
	


TOTAL DIRECT COST:








        25000


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.


Dr. Rashidul Haque is the Head of the Parasitology laboratory at laboratory sciences division of ICDDR, B. He is highly experienced in field studies and development of new diagnostic tools in diagnosis of parasitic diseases. He is the co-investigator of the current project and has been taking part in developing the protocol and will actively participate to supervise the project activities.  10% of his salary will be covered by the project. During the project period 6 health workers will be needed for active surveillance of 25000 population i.e. aproximately 5000 household to find out at least 25 patients who were treated for kala-azar in the past one year. They will interview every 11th household for knowledge, attitude and practice of the community for VL. Preceeded by training they will identify the susceptible patients with VL by screening them by rK39 dipsticks. Their salary will be 100 USD per month per health worker. Dr. AHM Zehadul Karim, Professor in Anthropology, University of Rajshahi, will carry out three FGD session with patients treated for kala-azar in the last one year and will be paid for 3 FGD session 100 USD per each session. One data entry manager cum statician will be employed for 6 months and salary will be 100 USD per month. To find out a suspected patient with VL among the people with a history of fever => 14 days, at least 20 patients with fever=> 14 days should be screened. So, for a total of 25 patients 500 patients with fever=> 14 days need to be examined by RK-39 dipsticks. rK39 kits will be supplied by SEARO, but shipment cost will be taken by the project budget. For other field supplies 3000 US$ will be required. Patients cost include travel cost of the patient from household to the Medical College Hospital and from Medical College Hospital to Thana Health Comples, where the treatment will be carried out. Local travel includes daily travel cost of the health worker to the field, travel cost of the investigators from Dhaka - Field- Dhaka and travel cost of visiting expert. Visiting expert will be a local person  recommended by TDR and will be responsible for quality control. He will be paid 150 perdiem. Internation travel cost include the cost associated with the investigators travel to internatinal meeting, seminar, workshop related with VL. Rent utilities and communication include cost related with hiring the building for field office and for the accessories of the field office.
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)


N/A


Ethical Assurance: Protection of Human Rights

The voluntary, first person Informed Consent of key informants and Focus Group Discussion participants will be taken. The researcher will explain to the respondents and the participants the research project: objectives, funding, methods, the involvement of the respondent/participant and the length of time of involvement, and plan on the use of the research outcomes, including how these will be disseminated. This information will be in the Informed Consent form, which will be in the language of the respondent/participant. In getting consent, the researcher will be considerate of the local, cultural, and political norms to ensure that while the consent given is personal, community elders are also duly recognized as gatekeepers. The researcher will always put the safety of the respondent/participant over the interest of the project. Reimbursement of transportation expenses will be made. The confidentiality of data will be ensured. Respondent/participant will not be identified in any written or oral report, especially in relation to the data that they provided.  
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                                                                    APPENDIX

International Centre for Diarrhoeal Disease Research, Bangladesh

                                   Voluntary Consent Form


Title of the Research Project: Development of Implementation Strategies For Visceral Leishmaniasis (VL) Treatment In Bangladesh - Visceral Leishmaniasis Related Knowledge, Attitude and Practices in the Community and Health Care Providers.
Principal Investigator: Dr. Dinesh Mondal


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.


Information sheet for head of the household, participating in the research

" Development of Implementation Strategies For Visceral Leishmaniasis (VL) Treatment In Bangladesh - Visceral Leishmaniasis Related Knowledge, Attitude and Practices in the Community and Health Care Providers."
(Version: English)
I am ..................................... and I work at the ICDDR, B: Centre For Health and population Research, Dhaka, Bangladesh under the kala-azar project entitled “Development of Implementation Strategies For Visceral Leishmaniasis (VL) Treatment In Bangladesh - Visceral Leishmaniasis Related Knowledge, Attitude and Practices in the Community and Health Care Providers.”
Purpose of the research:  

 Kala-azar is an important cause of illness in some districts of Bangladesh including this region. Current methods to prevent kala-azar are dependent on knowing how widespread is the problem of kala-azar in this region. It is also dependent on understanding how people within communities react when they have some illness and more specifically how they respond when they have kala-azar. Therefore, in order to find out the ways to reduce kala-azar in this region, we need to have a better understanding of the perceptions of the people within your community and what according to them are the social, economic, cultural and behavioral factors that affect the complete treatment of the disease. 

We would therefore like to find out what you know about kala-azar, how it is caused, how it spreads, how it can be prevented and who are the various health care providers for the community. We would also like to understand how you respond when anyone in your family is ill, especially when he/she is having kala-azar.
Procedures

To find answers to some of these questions, we invite you to take part in this research project. If you accept, you will be interviewed to answer some question on the subject mentioned above. This interview will be conducted by me…………………………..  

Reasons for being selected for the interview:  We feel that health seeking behavior of a particular family is influenced by several factors e.g. social, cultural, political, economic and the awareness and importance given to the disease. You are being selected for the interview because the head of a family has the maximum influence in the decision making of the family. You are also aware about most of the activities that are going on in the family. In this research we have to interview the heads of some selected households, selected randomly. Your household is among the selected ones.  During this interview we wish you to tell us your personal and family experiences.  If you do not wish to answer any of the questions, you may say so. The interview will take part in your house at a place convenient to you and no-one else will be present during there (if you wish so). The information recorded is considered confidential, and no one else except the researchers will have access to the records. The records will be kept at ICDDR, B: Centre for health and population research, Dhaka.
The expected duration of the interview is about 20 to 30 minutes. 

Risks and Discomforts:

There is a chance that you may feel uncomfortable about talking about some of the topics. However, we do not wish this to happen, and you may refuse to answer any question, if you feel they are personal or if talking about them makes you uncomfortable. 

Benefits: 

There will be no direct benefit to you. But your participation is likely to help us find out more about why it is difficult to control and prevent kala-azar in this region and the in Bangladesh as a whole. 
Incentives:

You will not be provided any incentive to take part in the research. 

Confidentiality: 


  The information that we collect from this research project will be kept confidential. Information about you that will be collected from the study will be stored in a file which will not have your name on it, but a number assigned to it. Which number belongs to which name will be kept under lock and key, and will not be divulged to anyone except the researchers, research sponsors, and ERC board.

Right to refuse or withdraw:

You do not have to take part in this research if you do not wish to do so, and this will not affect the future treatment of your family at any hospitals. You will still have all the benefits that you would otherwise have.

You may stop participating in the interview at any time that you wish to, without losing any of your rights as a patient or otherwise. 

Who to contact:

 This proposal has been reviewed and approved by Research Review Committee and Ethical Review Committee at ICDDR, B, Dhaka, Bangladesh whose task is to make sure that research participants are protected from harm. If you wish to find about more about the ERC, contact Mr. Bijoy Ratan Saha, ERC, ICDDR, B, Mohakhali, Dhaka 1212, Bangladesh, Phone: 02-8860532-32, ext. 3508.
If you have any questions you may ask those now or later. If you wish to ask questions later, you may contact any of the following:  Dr. Dinesh Mondal / Dr. Rashidul Haque, Parasitology Laboratory, LSD, ICDDR, B, Dhaka-1212, Phone: 02-8860532-32, ext. 2411.

   I have read / has been read to me the foregoing information.  I have had the opportunity to ask questions about it and any questions I have asked have been answered to my satisfaction.  I consent voluntarily to participate as a participant in this study and understand that I have the right to withdraw from the interview at any time without in any way affecting me and my family as a health care seeker. 

Participant’s Name




Signature of Participant

_______________________



___________________________ 

Moderator’s name




Signature of Moderator

___________________________



___________________________


____________________




_______________________

Date






Place

Witness (Name)





Signature

Date






Place
International Centre for Diarrhoeal Disease Research, Bangladesh (ICDDR, B): Centre For Health And Population Research

                                   Voluntary Consent Form


Title of the Research Project: Development of Implementation Strategies For Visceral Leishmaniasis (VL) Treatment In Bangladesh - Visceral Leishmaniasis Related Knowledge, Attitude and Practices in the Community and Health Care Providers.
Name of Principle Investigator: Dr. Dinesh Mondal

Name of Organization: ICDDR, B: Centre for Health and Population Research

Name of Sponsor: TDR/WHO


Information Sheet for health care provider, participating in the research

"Development of Implementation Strategies for Visceral Leishmaniasis Treatment in Bangladesh"

(Version: English)

I am ..................................... and I work at the ICDDR, B: Centre For Health and population Research, Dhaka, Bangladesh under the kala-azar project entitled “Development of Implementation Strategies For Visceral Leishmaniasis (VL) Treatment In Bangladesh - Visceral Leishmaniasis Related Knowledge, Attitude and Practices in the Community and Health Care Providers.”
Purpose of the research:  

 Kala-azar is an important cause of illness in the some districts of Bangladesh. Current methods to control and prevent kala-azar are dependent on knowing how widespread is the problem of kala-azar in this region. It is also dependent on understanding how people within communities behave when they have some illness and more specifically how they behave when they have kala-azar. Who are the health care providers in the area people are seeking their services. Therefore, in order to find out the ways to reduce kala-azar in this region, we need to have a better understanding of the perceptions of the people in the community and what according to them are the social, economic, cultural and behavioral factors that affect the complete treatment of the disease. 

We would therefore, like to find out what you know about kala-azar, how it is caused, how it spreads, what are the drugs available for the treatment of KA and how it can be prevented. We would also like to understand how do you diagnose and treat cases of kala-azar, what are the various drug regimen do you practice, when and where do you refer the complicated cases.
Procedures

To find answers to some of these questions, we invite you to take part in this research project. If you accept, you will be interviewed to answer some questions on the issues mentioned above. This interview will be conducted by me………………………………..  

Reasons for being selected for the interview: We feel that health seeking behavior of a particular family is influenced by several social, cultural, political and economic factors and also the awareness and importance given to the disease by the family members. It is also dependent on the knowledge, attitude and practices of health care providers that accessible available to the community in the area. You are being selected for the interview because of your rich experience in the management of kala-azar. In this research we have to interview some health care providers, selected randomly. You are among the selected ones.  During this interview we wish you to tell us your personal experiences.  If you do not wish to answer any of the questions, you may say so. The interview will take part in your clinic/Pharmacy or at a place convenient to you and no one else will be present there. The expected duration of the interview is about 20 to 30 minutes. 

Risks and Discomforts:

There is a chance that you may feel uncomfortable about talking about some of the topics. However, we do not wish this to happen, and you may refuse to answer any question if you feel they are personal or if talking about them make you uncomfortable. 

Benefits: There will be no direct benefit to you. But your participation is likely to help us find out more about why it is difficult to control and prevent kala-azar in this region as a whole and will of use to the community at large. 
Incentives:

You will not be provided any incentive to take part in the research.

Confidentiality: 


 The information that we collect from this research project will be kept confidential. Information will be stored in a file, which will not have your name on it, but a number assigned to it. Which number belongs to which name will be kept under lock and key, and will not be divulged to anyone except the researchers, research sponsors and ERC at ICDDR, B.

Right to refuse or withdraw:

You do not have to take part in this research if you do not wish to do so, and this will not affect any of your rights as health care providers. You will still have all the benefits that you would otherwise have.

You may stop participating in the interview at any time that you wish to, without losing any of your rights as a patient or otherwise. 

Who to contact:

 This proposal has been reviewed and approved by the Research Review Committee and Ethical Review Committee at ICDDR, B, Dhaka, Bangladesh whose task is to make sure that research participants are protected from harm. If you wish to find more about the ERC, contact Mr. Bijoy Ratan Saha, ERC, ICDDR, B, Mohakhali, Dhaka 1212, Bangladesh, Phone: 02-8860532-32, ext. 3508.
If you have any questions you may ask those now or later. If you wish to ask questions later, you may contact any of the following:  Dr. Dinesh Mondal / Dr. Rashidul Haque, Parasitology Laboratory, LSD, ICDDR, B, Dhaka-1212, Phone: 02-8860532-32, ext. 2411.
   I have read / has been read to me the foregoing information.  I have had the opportunity to ask questions about it and any questions I have asked have been answered to my satisfaction.  I consent voluntarily to participate as a participant in this study and understand that I have the right to withdraw from the interview at any time without in any way affecting my role as a health care provider. 

Participant’s Name




Signature of Participant

_______________________



___________________________ 

Moderator’s name




Signature of Moderator

___________________________



___________________________


____________________




_______________________

Date






Place

Witness (Name)






Signature

Date







Place

International Centre for Diarrhoeal Disease Research, Bangladesh (ICDDR, B): Centre For Health And Population Research

                                   Voluntary Consent Form


Title of the Research Project: Development of Implementation Strategies For Visceral Leishmaniasis (VL) Treatment In Bangladesh - Visceral Leishmaniasis Related Knowledge, Attitude and Practices in the Community and Health Care Providers.
Name of Principle Investigator: Dr. Dinesh Mondal

Name of Organization: ICDDR, B: Centre for Health and Population Research

Name of Sponsor: TDR/WHO


Information Sheet for the group of individuals, participating in the research

" Development of Implementation Strategies For Visceral Leishmaniasis (VL) Treatment In Bangladesh - Visceral Leishmaniasis Related Knowledge, Attitude and Practices in the Community and Health Care Providers."
(Version: English)
I am ..................................... and I work at the ICDDR, B: Centre For Health and population Research, Dhaka, Bangladesh under the kala-azar project entitled “Development of Implementation Strategies For Visceral Leishmaniasis (VL) Treatment In Bangladesh - Visceral Leishmaniasis Related Knowledge, Attitude and Practices in the Community and Health Care Providers.”
Purpose of the research:  

Kala-azar is an important cause of illness in some districts of Bangladesh. Current methods to control and prevent Kala-azar are dependent on knowing how widespread is the problem of Kala-azar in this region. It is also dependent on understanding how people within communities behave when they have some illness and more specifically how they behave when they have Kala-azar. Therefore, in order to find out the ways to reduce kala-azar in this area, we need to have a better understanding of the community about their knowledge and perception about the disease and the various health care providers in this area. What according to them are the social, economic, cultural and behavioral factors that affect the timely treatment of the disease and how community could participate in the control of this disease 

We would therefore like to find out that what are the important diseases in your community, what you know about kala-azar, how it is caused, how it spreads, how it can be prevented, whom did you contact first for treatment when you suspected that you are suffering from Kala-azar? What was the sequence of your treatment seeking behaviour thereafter and how much time was elapsed from the beginning of the symptoms till the final diagnosis and initiation of treatment? We would also like to understand what are your perceptions public and private health care providers and how client-provider relationship could be improved etc.
Procedures

To find answers to some of these questions, we invite you to take part in this research project. If you accept, you will be required to take part in a discussion with 7-8 other persons with similar experiences. This discussion will be moderated by…………………………

Reasons for being selected to take part in the FGD: You are being invited to take part in this discussion because we feel that your experience as a victim of kala-azar can contribute much to this discussion. During this discussion we wish you to tell us your personal experiences and to give us your opinion on the questions that we will pose to the group, based on your personal experiences, and your experience within your community.  If you do not wish to answer any of the questions or take part in any part of the discussion, you may say so, and keep quiet. The discussion will take part in our field office and no one else but the people who take part in the discussion and myself will be present during this discussion. The entire discussion will be tape-recorded but no one will be identified by name on the tape. Additionally the tape will be kept at ICDDR, B, Dhaka. The information recorded is considered confidential, and no one else except researches, sponsors and ERC board will have access to the tapes. 

The expected duration of the discussion is about 45 to 75 minutes. 

Risks and Discomforts: There is a slight risk that you may share some personal or confidential information with the other participants by chance. Or that you may feel uncomfortable about talking about some of the topics. However, we do not wish this to happen, and you may refuse to answer any question or not take part in part of the discussion, if you feel they are personal or if talking about them makes you uncomfortable. 

Benefits: 

There will be no direct benefit to you. But your participation is likely to help us find out more about why it is difficult to control and prevent kala-azar in this region. 
Incentives:

You will not be provided any incentive to take part in the research. However you will be reimbursed with Taka 150/= (one hundred and fifty taka) for your time, and travel expense. 
Confidentiality: 


 The information that we collect from this research project will be kept confidential. Information about you that will be collected from the study will be stored in a file, which will not have your name on it, but a number assigned to it. Which number belongs to which name will be kept under lock and key, and will not be divulged to anyone except the researchers, research sponsors, ERC board.

Right to refuse or withdraw:

You do not have to take part in this research if you do not wish to do so, and this will not affect your future treatment at the health facility at any where in any way. You will still have all the benefits that you would otherwise have.

You may stop participating in the discussion at any time that you wish to, without losing any of your rights as a patient. Your treatment at any health care centre will not be affected in any way, even if you decide to stop participating in the discussion. 

Who to contact:

This proposal has been reviewed and approved by the Research Review Committee and Ethical Review Committee at ICDDR, B, Dhaka, Bangladesh whose task is to make sure that research participants are protected from harm. If you wish to find about more about the ERC, Mr. Bijoy Ratan Saha, ERC, ICDDR, B, Mohakhali, Dhaka 1212, Bangladesh, Phone: 02-8860532-32, ext. 3508.
If you have any questions you may ask those now or later. If you wish to ask questions later, you may contact any of the following:  Dr. Dinesh Mondal / Dr. Rashidul Haque, Parasitology Laboratory, LSD, ICDDR, B, Dhaka-1212, Phone: 02-8860532-32, ext. 2411.

  I have read / has been read to me the foregoing information.  I have had the opportunity to ask questions about it and any questions I have asked have been answered to my satisfaction.  I consent voluntarily to participate as a participant in this study and understand that I have the right to withdraw from the discussion at any time without in any way affecting my further medical care. 

Participant’s Name




Signature of Participant

_______________________



___________________________ 

Moderator’s name




Signature of Moderator

___________________________



___________________________


____________________




_______________________

Date






Place

Witness (Name)





Signature

Date






Place

Continuation Sheet (Number each sheet consecutively)


Annexes:

A) Research Instruments

International Centre For Diarrhoeal Disease Research, Bangladesh  
(ICDDR, B): CENTRE FOR HEALTH AND POPULATION RESEARCH

Development of Implementation Strategies For Visceral Leishmaniasis (VL) Treatment In Bangladesh - Visceral Leishmaniasis Related Knowledge, Attitude and Practices in the Community and Health Care Providers.
I. Household Screening Form
Institute No.:   /__/           (Patna: 1, Varanasi: 2, Nepal: 3, Bangladesh: 4)

PHC/ VDC/ Upazila: /__/ Village:/__/__/ Household No: /__/__/__/__/

Name of Head    _____________________________________ Caste/Religion: |___| (1= Muslim, 2= Hindu, 3= Others)                                   

Household roster: 

	Id.

No
	Name
	Age in months
	Sex 

(Male=1, Female=2)
	Suffered from VL in last one year or currently suffering?
	Currently with fever > 2 weeks 

	
	
	
	
	1-yes 2-No
	If yes, date of diagnosis? (mm / yr)
	1-yes, 
2-No

	01
	
	
	
	
	
	

	02
	
	
	
	
	
	

	03
	
	
	
	
	
	

	04
	
	
	
	
	
	

	05
	
	
	
	
	
	

	06
	
	
	
	
	
	

	07
	
	
	
	
	
	

	08
	
	
	
	
	
	

	09
	
	
	
	
	
	

	10
	
	
	
	
	
	


Interviewer: If with fever and dipstick is positive, send the patient with the Case Referral Card (CRC) to the Reference Hospital for parasitological exam and blood test. Apply the household interview schedule. Note: If one person has been currently diagnosed as KA and taking treatment elsewhere send them to the reference hospital only if they are willing to do so but do the household interview schedule. Patient with fever but with negative dipstick will not be sent to hospital 

Examination of suspected cases with fever >2 weeks
	
	Dipstick rK39
1= positive, 2= negative
	Splenomagly
 (Enlarged spleen)

	Name:

ID No. /____/____/____/____/____/____/____/____/____/____/
	
	

	Name:

ID No. /____/____/____/____/____/____/____/____/____/____/
	
	

	Name: 

ID No. /____/____/____/____/____/____/____/____/____/____/
	
	


Name of interviewer ………………………………………Date_________ Verified by     …………………………

International Centre For Diarrhoeal Disease Research, Bangladesh  
(ICDDR, B): CENTRE FOR HEALTH AND POPULATION RESEARCH

Development of Implementation Strategies For Visceral Leishmaniasis (VL) Treatment In Bangladesh - Visceral Leishmaniasis Related Knowledge, Attitude and Practices in the Community and Health Care Providers.
II. Case Referral Form

Institute No.:   /____/           (Patna: 1, Varanasi: 2, Nepal: 3, Bangladesh: 4)

PHC/ VDC/ Upazila: /____/ 

Village:/____/____/ 
Household No: /____/____/____/____/

Name of Head    ____________________________________ Caste/Religion: |____| (1= Muslim, 2= Hindu, 3= Others                                   

Patient ID According to Screening Questionnaire: /____/____/____/____/____/____/____/____/____/____/
LABORATORY RESULTS

1. Bone marrow aspiration:

             Positive for LD bodies: grading (1-6)____________

             Negative for LD bodies

             Other findings: ______________________________ 

2. Spleen aspiration:

              Positive for LD bodies: grading (1-6)____________

             Negative for LD bodies

             Other findings: ______________________________ 

             Complication:         No          Yes ______________________

3. Dipstick K39:

                                   Positive                            Negative

4. Final diagnosis: Kala-azar  
(1= Positive, 2= Negative, 3 = Not parasitologically confirmed but treated)

Name of physician/Technologist: ____________________________________

Signature ____________________




Date ______________
International Centre For Diarrhoeal Disease Research, Bangladesh  
(ICDDR, B): CENTRE FOR HEALTH AND POPULATION RESEARCH

"Visceral Leishmaniasis Related Knowledge, Attitude and Practices in the Community and Health Care Providers on the Indian subcontinent"
III.  Household Interview Schedule 

   a) For every 11th household, b) for households with a current or past KA patient, c) for household with a person with fever and positive dipstick                                                           

  A. Identification:

 Institute No.:   /____/           (Patna: 1, Varanasi: 2, Nepal: 3, Bangladesh: 4)

PHC/ VDC/ Upazila: /____/

 Village:/____/____/ 
Household No: /____/____/____/____/

Name of Head    _________________________________________       

Name of the respondent (preferably head of HH): ID No: /____/____/____/____/____/____/____/____/____/____/
 B. Socio-economic conditions:
B.1 Number of years of schooling of head of household: /____/____/  [00=Illiterate]

B.2 Occupation of head of household: /____/ (1=Own agriculturing, 2=Agriculture labor, 3=Skilled worker, 4=Unskilled worker, 6=Own petty business, 7=Own big business, 8=Private job, 9=Govt. job)
B.3 No of living rooms: /____/____/

B.4 House Material: /____/ (1= Mud, 2 = Plastered, 3 = Thatched, 4 = Brick unplastered, 5 = Brick Plastered)

C. Kala-azar awareness

C.1 Have you ever heard of Kala-azar ? /____/  (1= Yes, 2 = No)

 
C.2 What are the symptoms of Kala-azar? (Wait for spontaneous answer and tick (): 

1. Fever /____/  

2.  Chill & Rigor /____/  

3. Enlargement of Spleen /____/  

4. Enlargement of Liver /____/  

5. Blackening of Skin /____/  

6. Don't Know  /____/  

C.3 Is Kala-azar a curable disease? /__/ (1=Yes, 2= No, 3=Don't know)

C.4 What causes/transmits Kala-azar ? (Wait for spontaneous answer and tick () 

1. Contaminated water /____/  

2. Polluted air  /____/  

3. Mosquito bites /____/  

4. Sandfly bites /____/  

5. Don’t know /____/

6. Others (specify) /____/  (…………………………………………………..)

C.5 How can you protect yourself and your family members from their bites? (Wait for spontaneous answer) /____/ (1=Repellents, 2=Insecticide, 3= Bed-nets, 4= don’t know, 5= others………………)

 C.6 Are there any bed-nets in your house? /____/ (1=Yes, 2= No)

D. General health seeking behavior:

D.1 What health care providers are available to you? (Multiple Response)

	Health care provider
	Time taken to travel 
(in minutes)
	Transport cost to get there? (Interviewer should help. For each community this should be similar or the same)

	Indigenous healers 
	
	

	Local chemist 
	
	

	Local doctor (unqualified) 
	
	

	Private qualified doctor 
	
	

	Government doctor 
	
	

	Others (specify) 
	
	


 D.2 where do you go when you are severely ill?

	Health care provider
	Tick up to two options
	Why? For which reason? * (Only where you go)

	Indigenous healers 
	
	1.Near from house, 2. Cheaper, 3. Faith, 
4. Good Behavior, 5. Other reason (specify---------------)

	Local chemist 
	
	1.Near from house, 2. Cheaper, 3. Faith, 

4. Good behavior, 5. Other reason (specify---------------)

	Local doctor (unqualified)
	
	1.Near from house, 2. Cheaper, 3. Faith, 

4. Good behavior, 5. Other reason (specify---------------)

	Private qualified doctor 
	
	1.Near from house, 2. Cheaper, 3. Faith, 

4. Good behavior, 5. Other reason (specify---------------)

	Government doctor 
	
	1.Near from house, 2. Cheaper, 3. Faith, 

4. Good behavior, 5. Other reason (specify---------------)

	Others (specify) 
	
	1.Near from house, 2. Cheaper, 3. Faith, 

4. Good behavior, 5. Other reason (specify---------------)


* "Faith" means "I believe in these health care providers. "Good behavior" means "they treat us well and friendly"

D.3 Where would you go first if somebody in your family gets Kala-azar? /__/ (1= Indigenous healers, 2= local chemist, 3= Local unqualified doctor, 4= Private qualified doctor, 5= Government doctor, 6= Others (specify)-----------)

D.4 why would you go there? (Multiple Response, tick response)

1= near from house /____/

2= cheaper /____/

3= faith (I believe in these health care providers)  /____/

4= they treat us well and friendly /____/

5= others /____/  (specify---------------------------------------------)

D.5 Has any member of your family suffered from Kala-azar in last year or is presently suffering from Kala-azar? /____/ (1= Yes, 2= No)   (If no close the interview)

D.6 Who has Kala-azar in your family (Presently or in last one year)

	Name
	Id.No.

(from screening form)
	Kala-azar confirmed by whom (where did they get the diagnosis)

	
	/____/____/____/____/____/____/____/____/____/____/
	1=Indigenous, 2=Local chemist, 3=Local doctor (unqualified), 4=Private qualified doctor, 5= Govt. doctor, 6= Others (specify--------------------------------------------------)

	
	/____/____/____/____/____/____/____/____/____/____/
	1=Indigenous, 2=Local chemist, 3=Local doctor (unqualified), 4=Private qualified doctor, 5=Govt. doctor, 6=Others (specify---------------------------------------------------)

	
	/____/____/____/____/____/____/____/____/____/____/
	1=Indigenous, 2=Local chemist, 3=Local doctor (unqualified), 4=Private qualified doctor, 5=Govt. doctor, 6= Others (specify----------------------------------------------------)


E. QUESTION FOR Kala-Azar PATIENT (Note: if the patient is child then the responder will be the parents/guardian)

E.1 How many weeks did it take between feeling ill and seeking a health care provider (local term)? /____/ (1=1week, 2 =2weeks, 3=3weeks, 4= 4 & more weeks) 

 E.2 How many weeks did it take between going to the health care provider and receiving the diagnosis? /____/ (1=1week, 2 =2weeks, 3=3weeks, 4=4 & more weeks) 

E.3 How many days/weeks did it take between receiving the diagnosis and starting the treatment? /____/ (1=1week, 2 =2weeks, 3=3weeks, 4=4 & more weeks) 

E.4 Where did you go for the treatment of Kala-azar and who did the main treatment? (Read the different options of health care providers and then tick where they went: then tick the main treatment for each provider)

	Health Care Providers
	First
	Second
	Third
	Fourth
	Tick Main treatment

	Indigenous healers 
	
	
	
	
	1.herbal, 2.tablets, 3.injections, 4.others, specify……………………

	Local chemist 
	
	
	
	
	1.herbal, 2.tablets, 3.injections, 4.others, specify……………………….

	Local doctor (unqualified)
	
	
	
	
	1.herbal, 2.tablets, 3.injections, 4.others, specify……………………

	Private qualified doctor 
	
	
	
	
	1.herbal2.tablets3.injections4.others, specify……………………….

	Government doctor 
	
	
	
	
	1.herbal, 2.tablets, 3.injections, 4.others, specify……………………

	Others (specify……………..) 
	
	
	
	
	1.herbal, 2.tablets, 3.injections, 4.others, specify……………………


E.5 Which treatment did you receive (drugs or injections)? (Interviewer help; if possible see the drugs patients receives)

	Drugs received
	Local chemist
	Local doctor (unqualified)
	Private qualified doctor
	Government doctor
	Which side effects did you perceive during treatment

	Antimonials - Sodium antimony stibogluconate (Stibatin)

	
	
	
	
	1=Pain, 2=Rigor/chills, 3=Vomiting, 4=Loose motions, 5=Abdominal pain, 6=Headache, 7=Skin rashes, 8=Breathlessness, 9=Others (specify)



	AmphotericineB/Fungizone 
	
	
	
	
	1=Pain, 2=Rigor/chills, 3=Vomiting, 4=Loose motions, 5=Abdominal pain, 6=Headache, 7=Skin rashes, 8=Breathlessness, 9=Others (specify)



	Miltefosin 

	
	
	
	
	1=Pain, 2=Rigor/chills, 3=Vomiting, 4=Loose motions, 5=Abdominal pain, 6=Headache, 7=Skin rashes, 8=Breathlessness, 9=Others (specify)



	Others (specify……………..)
	
	
	
	
	1=Pain, 2=Rigor/chills, 3=Vomiting, 4=Loose motions, 5=Abdominal pain, 6=Headache, 7=Skin rashes, 8=Breathlessness, 9=Others (specify)




E.6 Question for the interviewer: Did you see the drug your self and confirm the information above? /____/  (1=Yes 2=No)
E.7 Was there any interruption in your treatment? /____/  (1=Yes, 2=No)

 If Yes, for how long  ?  /____/ (1= < 1 week, 2= 1-2 weeks, 3= 2-3 weeks, 4= more than 3 weeks)

E.8 Why did you interrupt your treatment? (Multiple response tick respective response)

· Side effects /____/

· Personal problems /____/

· No money for pay for the treatment /____/
· No money for pay for the transport /____/
· No drugs available /____/

· Migration  /____/

· Others (specify) /____/ (………………………………………..)

E.9 HOSPITAL DIAGNOSIS OF PATIENT /____/  (1= Parasite Positive, 2= Parasite Negative, 9= Do not know)

Name of interviewer: …………………………………Date:…………….Verified by: …………………………

International Centre For Diarrhoeal Disease Research, Bangladesh  
(ICDDR, B): CENTRE FOR HEALTH AND POPULATION RESEARCH

"Visceral Leishmaniasis Related Knowledge, Attitude and Practices in the Community and Health Care Providers on the Indian subcontinent"
IV. Focus Group Discussion

(It will be organized for past and present cases of VL identified by household screening and if possible for Kala-azar cases treated by health care providers)

Grouping as per: 

- Gender 

Guidelines for discussion: -

1. Impact - Individual, Family, Community

a. Financial crisis

b. Quality of life

i. Social mobility, interactions, participation in family, community functions

ii. Self care

iii. Discrimination, stigma

iv. Education, work

v. Activities of daily life

2. Perceptions of severity of kala-azar compared to other health problems

3. Perception about providers (Public, private) – responsiveness, sensitivity, competency, affordability, accessibility, acceptability etc.

4. Current Practices of treatment of kala-azar - reasons for practices, perceived benefits of practices

5. Explain the different VL control measures

6. Explore different ways of community Participation in current and future VL control

Free Listing and Ranking 

- What are the important health problems in your community?

International Centre For Diarrhoeal Disease Research, Bangladesh  
(ICDDR, B): CENTRE FOR HEALTH AND POPULATION RESEARCH

"Visceral Leishmaniasis Related Knowledge, Attitude and Practices in the Community and Health Care Providers on the Indian subcontinent"
V. Questionnaire for Health Care Providers 


Interviewer Code: /___/



Date: /____/____/____/____/____/____/
Identification

Institute No:   /____/            (Patna: 1, Varanasi: 2, Nepal: 3, Bangladesh: 4)

PHC/ VDC/ Upazila: /___/

 Village:/____//_____/
Id number: /___/___/___/___/___/___/___/

Age: /___/___/ (years)


Sex: /___/(1=male, 2=female)

Type of health care provider: /___/ 1= Indigenous healer, 2= local chemist, 3= local unqualified doctor, 4= private qualified doctor, 5= government doctor, 6= others (specify)…………………………

Designation: (to be post coded). ……………………

Qualification: /___/ 0= no formal degree, 1= MBBS, 2= PG Diploma, 3= PG degree, 4= non-allopathic degree

Number of years in the profession: /___/___/

Questions:

1. How many new cases of Kala-azar did you see since the last 1-year?   /___/___/


2. When have you seen a case of Kala-azar last? /___/___/ (months)

3. Which age group is affected more by this disease? /___/ 1=under 5, 2=children (5 to 14), 3=adults (15 to 60), 4=elderly (above 60 yrs)

4. Based on your experience, what are the common signs and symptoms, which Kala-azar patients present? 

4.1 Fever: /____/ 1=yes, 2=no

4.2 Chill & Rigor: /____/ 1=yes, 2=no

4.3 Enlargement of Spleen: /____/ 1=yes, 2=no

4.4 Enlargement of Liver: /____/ 1=yes, 2=no

4.5 Blackening of Skin: /____/ 1=yes, 2=no

4.6 Don't Know: /____/ 1=yes, 2=no

4.7 Others: /____/ 1=yes, 2=no  (Specify) ………………

5. How do you diagnose a suspected case of Kala-azar?


5.1 Clinical manifestations alone /____/ 1=yes, 2=no

5.2 Clinical and laboratory tests /____/ 1=yes, 2=no

5.3 Lab. investigations alone /____/ 1=yes, 2=no

5.4 Other /____/ 1=yes, 2=no, specify………………..

6. What laboratory tests are available for diagnosis of Kala -azar?

6.1 Dipstick /____/ 1=yes, 2=no
6.2 Direct agglutination test (DAT) /____/ 1=yes, 2=no

6.3 ELISA /____/ 1=yes, 2=no
6.4 Aldehyde test /____/ 1=yes, 2=no
6.5 Bone marrow / splenic aspiration for parasite /____/ 1=yes, 2=no
6.6 Others /____/ 1=yes, 2=no, Specify………………………

7. In your opinion, which test(s) would be best to diagnose a case of Kala-azar?

7.1 Dipstick /____/ 1=yes, 2=no
7.2 Direct agglutination test (DAT) /____/ 1=yes, 2=no
7.3 ELISA /____/ 1=yes, 2=no
7.4 Aldehyde test /____/ 1=yes, 2=no
7.5 Bone marrow / splenic aspiration for parasite /____/ 1=yes, 2=no
7.6 Others /____/ 1=yes, 2=no, Specify……………………….

8. Where are these tests done?

8.1 PHC /____/ 1=yes, 2=no
8.2 Referral Hospital /____/ 1=yes, 2=no
8.3 District / regional Hospital /____/ 1=yes, 2=no
8.4 Private hospital/laboratory /____/ 1=yes, 2=no
8.5 Don’t know /____/ 1=yes, 2=no
9. How did you diagnose your last case?

9.1 Dipstick /____/ 1=yes, 2=no
9.2 Direct agglutination test (DAT) /____/ 1=yes, 2=no
9.3 ELISA /____/ 1=yes, 2=no
9.4 Aldehyde test /____/ 1=yes, 2=no
9.5 Bone marrow / splenic aspiration for parasite /____/ 1=yes, 2=no
9.6 Others /____/ 1=yes, 2=no  Specify …………………….

10. How do you treat a case coming with fever for more than two weeks before the diagnosis is established?

10.1 Symptomatic treatment /____/ 1=yes, 2=no
10.2 Antibiotics /____/ 1=yes, 2=no
10.3 Anti-malarials /____/ 1=yes, 2=no
10.4 Others 1=yes, 2=no specify /____/ 1=yes, 2=no
10.5 Can’t say /____/ 1=yes, 2=no
11. What drugs are available for treatment of Kala-azar? Could you also tell us about their dosage and duration for treating an adult patient with Kala Azar?

	Name of drug
	Dose (record as mg/kg wt/day) 99=don’t know
	Duration (days) 99=don’t know

	Sodium antimony gluconate 1=yes, 2=no
	
	

	Amphotericin B 1=yes, 2=no
	
	

	Pentamidine isothionate 1=yes, 2=no
	
	

	Miltefosine 1=yes, 2=no
	
	

	Others 1=yes, 2=no

Specify ………………….
	
	

	Don’t know 1=yes, 2=no
	
	


12. What drugs do you use for treating a case of kala-azar? 


	Name of drug
	Dose (record as mg/kg wt/day) 9=don’t know
	Duration (days) 9=don’t know

	Sodium antimony gluconate 1=yes, 2=no
	
	

	Amphotericin B 1=yes, 2=no
	
	

	Pentamidine isothionate 1=yes, 2=no
	
	

	Miltefosine 1=yes, 2=no
	
	

	Others 1=yes, 2=no

Specify……………………
	
	

	Don’t know 1=yes, 2=no
	
	


13. What are the criteria for choosing the drug?

13.1 Available /____/ 1=yes, 2=no
13.2 Cost / free /____/ 1=yes, 2=no
13.3 Effective /____/ 1=yes, 2=no
13.4 Less side effects /____/ 1=yes, 2=no
13.5 Demand by patient /____/ 1=yes, 2=no
13.6 Others 1=yes, 2=no Specify……………….

14. Where are the drugs administered?

14.1 PHC /____/ 1=yes, 2=no
14.2 Referral Hospital /____/ 1=yes, 2=no
14.3 District / regional Hospital /____/ 1=yes, 2=no
14.4 Private hospital/laboratory /____/ 1=yes, 2=no
14.5 Don’t know /____/ 1=yes, 2=no
14.6 Not applicable /____/ 1=yes, 2=no
15. If drug is administered in your facility (fully or partly) - how do you ensure safety of administration?


15.1 Use disposables /____/ 1=yes, 2=no
15.2 Sterilize syringes and needles /____/ 1=yes, 2=no
15.3 Others /____/ 1=yes, 2=no Specify……………………… 

16. In your experience, what percent of your patients take full treatment? /__/__/__/

17. Do you advice / prescribe any supportive treatment for Kala-azar cases?

17.1 Treatment for anemia /____/ 1=yes, 2=no
17.2 Treatment for co-infections /____/ 1=yes, 2=no
17.3 Treatment for side effects of drug /____/ 1=yes, 2=no
17.4 Other 1=yes, 2=no, Specify………………..

18. When do you refer the Kala-azar cases?

18.1 Severely anemic /____/ 1=yes, 2=no
18.2 Co infection with HIV / TB /____/ 1=yes, 2=no
18.3 Complications like severe bleeding etc. /____/ 1=yes, 2=no
18.4 Kala-azar in pregnancy /____/ 1=yes, 2=no
18.5 Relapse of Kala-azar /____/ 1=yes, 2=no
18.6 No response to treatment /____/ 1=yes, 2=no
18.7 Drug not available /____/ 1=yes, 2=no
18.8 Patient cannot afford treatment /____/ 1=yes, 2=no
18.9 For lab confirmation of diagnosis /____/ 1=yes, 2=no
18.10 Other 1=yes, 2=no, Specify. ----------------------------------

19. Where do you refer?


19.1 PHC /____/ 1=yes, 2=no
19.2 Referral Hospital /____/ 1=yes, 2=no
19.3 District / regional Hospital /____/ 1=yes, 2=no
19.4 Private hospital/laboratory /____/ 1=yes, 2=no
19.5 Don’t know /____/ 1=yes, 2=no

19.6 Not applicable /____/ 1=yes, 2=no
20. What are the factors that affect referral compliance?

20.1 Cannot afford referral treatment 1=yes, 2=no
20.2 Referral far away /____/ 1=yes, 2=no
20.3 Lack of faith in referral center /____/ 1=yes, 2=no
20.4 Poor response from referral center /____/ 1=yes, 2=no
20.5 Inconvenient /____/ 1=yes, 2=no
20.6 Lose daily wages /____/ 1=yes, 2=no
20.7 Other /____/ 1=yes, 2=no, Specify. ----------------------------------

21. What would be your recommendations for improving Kala-azar Diagnosis?

22. What would be your recommendations for improving Kala-azar Treatment?

23. What would be your recommendations for improving Kala-azar Patient compliance?

24. What would be your recommendations for improving Kala-azar Follow-up?

25. What would be your recommendations for improving Kala-azar Referral?

26. Would you be willing to receive more information and training about leishmaniasis management? /___/ 1=yes, 2=no

Name of interviewer …………………………………………

Date of interview /__/__/__/__/__/__/

Verified by.…………………………

Revised on: 6th January 2005
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