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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:  Ziaul Islam



Project Name:  Cost of Illness of Cholera in Matlab, Bangladesh.

Total Budget: US$ 66,007     Beginning Date: As soon as fund is available     Ending Date:  End of two years from starting.
Background Information:

Cholera is a major public health problem and an important cause of childhood morbidity and mortality in many developing countries. It has been estimated that about 5 to 7 million cases occur worldwide annually of whom more than 100,000 die. Therefore, to assist with the development, testing and eventual introduction of cholera vaccines in the public heath programmes of the developing countries, the International Vaccine Institute (IVI) has been provided with a grant by the Bill and Melinda Gates Foundation through one of its initiatives titled Diseases of the Most Impoverished (DOMI).  DOMI is aimed at carrying out a major programme on vaccines against cholera, along with two other major killer diseases of the most impoverished settings – shigellosis and typhoid. The countries comprising the DOMI are Bangladesh, China, India, Indonesia, Pakistan, Thailand and Vietnam. Understandably, for the DOMI goal to attain, it is important to generate evidence necessary for providing a rational basis for introduction of preventive vaccines, as they represent in each DOMI country, and thereby to assess the prospects for introducing vaccines. In order to attain this goal IVI is actively collaborating with DOMI countries in conducting relevant studies on community perceptions, policy analysis, clinical trails/demonstration projects, vaccine delivery costs, disease burden and cost-burden of cholera, shigella and typhoid infections. ICDDR,B has been chosen to conduct some of these studies including this proposed cholera cost of illness study in Bangladesh. It is notable that a similar type of economic evaluation of shigellosis in Bangladesh is currently being conducted by ICDDR,B (Protocol # 2001-017) at its urban surveillance area (Kamalapur) in Dhaka city under overall coordination of a social science task force of IVI. 

Rationale:

In Bangladesh, we do not have any information on cost burden of treatment of cholera. Currently, there are no licensed Cholera vaccines and we do not know their potential costs as of now.  Research is ongoing and there are several candidate vaccines under development. We would be able to know the costs of these cholera vaccines at the later stage of this study from other IVI studies on cholera vaccine.  Once these vaccines are available it will be crucial to know the cost burden associated with the treatment of Cholera. These cost burden data will be of particular interest for policy makers to make appropriate decisions on the use of the newly developed preventive vaccines. Furthermore, this cost information will be of great importance for applying in future studies to show the cost-benefit of vaccine use compared to the cost-burden of each episode of cholera. 

Hypothesis: 

Both provider and patient/household costs have substantial relative shares in the total treatment cost of cholera. 

Objective:
(1) Estimate the total treatment costs of cholera by determining the capital and recurrent costs incurred at the selected healthcare facility by the provider and the direct and indirect costs borne by the individual patients (households).

(2) Estimate the unit (average) costs of treatment of cholera illness.
Study design:
The proposed study concerns an economic investigation into Cholera illness at Matlab in Bangladesh. The ingredient approach of micro costing will be adopted to evaluate the cost of illness of cholera. Using a combination of prospective and retrospective data collection techniques for costing, the economic study will find the current direct and indirect costs of cholera borne by the study communities and the provider. As part of ICDDR,B's Health and Demographic Surveillance System at Matlab - a community-based surveillance of diarrhoeal diseases is being operated there with a population of 2,20,000.  This proposed study will be conducted there at Matlab Health Research Programme (MHRP) area. The study will continue for two years collecting information on treatment costs of cholera from two perspectives - patient/households costs and provider/institutional costs. It involves household level interviews with the patients/caretakers and a facility level survey at the selected hospital. At Matlab Hospital, stool specimen/rectal swab is usually obtained from all patients coming from the surveillance area with diarrhoeal diseases for laboratory confirmation by culture-sensitively test. Any patient from whom a Cholera species is isolated from the stool/RS examination will be included in the study.  These confirmed cases of cholera will be followed up at his/her home on day 7 and day 14 (to rule out persistent diarrhoea) following the day of first reporting to the selected hospital and will be interviewed at their homes to gather direct and indirect cost information related to treatment of cholera borne by the individual patients or households. The institutional/provider cost will be collected in terms of capital and recurrent costs incurred by Matlab hospital. Provider/institutional costs will be assessed both at the outpatient and in-patient department of the selected hospital. Eventually, the expected outcome i.e. the total costs of treatment per episode of cholera will be assessed by adding up patient's/household costs and provider/institutional costs. In addition, some updated information on disease burden of cholera and socio-economic status of the target population could be gathered from the ongoing surveillance records.  Data generated from the previous epidemiological studies will also enable the assessment of existing prevalence of Cholera in the community. 

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

Name                                             Professional Discipline/ Speciality                      Role in the Project
1.
Dr. Ziaul Islam
Senior Operations Researcher
Principal Investigator

2.
Dr. Md. Yunus
Public Health Specialist
Co-Investigator

3.
Dr. Rasheda Khanam 
Operations Researcher
Co-Investigator

4.   Dr. Andrew Nyamete
Economist
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.


Both provider and patient/household costs have substantial relative shares in the total treatment cost of cholera. 

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).

· Estimate the total treatment costs of cholera by determining the capital and recurrent costs incurred at the selected healthcare facility by the provider and the direct and indirect costs borne by the individual patients (households).
· Estimate the unit (average) costs of treatment of cholera illness.

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 analyse 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).

                                                                                                                                                                                          

Background:

Cholera is a major public health problem and an important cause of childhood morbidity and mortality in many developing countries. It has been estimated that about 5 to 7 million cases occur worldwide annually of whom more than 100,000 die. Therefore, to assist with the development, testing and eventual introduction of cholera vaccines in the public heath programmes of the developing countries, the International Vaccine Institute (IVI) has been provided with a grant by the Bill and Melinda Gates Foundation through one of its initiatives titled Diseases of the Most Impoverished (DOMI).  DOMI is aimed at carrying out a major programme on vaccines against cholera, along with two other major killer diseases of the most impoverished settings – shigellosis and typhoid. The countries comprising the DOMI are Bangladesh, China, India, Indonesia, Pakistan, Thailand and Vietnam. Understandably, for the DOMI goal to attain, it is important to generate evidence necessary for providing a rational basis for introduction of preventive vaccines, as they represent in each DOMI country, and thereby to assess the prospects for introducing vaccines. In order to attain this goal IVI is actively collaborating with DOMI countries in conducting relevant studies on community perceptions, policy analysis, clinical trails/demonstration projects, vaccine delivery costs, disease burden and cost-burden of cholera, shigella and typhoid infections. ICDDR,B has been chosen to conduct some of these studies, including the proposed one.  It is notable a similar type of study entitled “Economic Evaluation of Shigellosis” (Protocol # 2001-017, PI: Ziaul Islam) is currently being conducted at Kamalapur surveillance area of ICDDR,B.

References:

Diarrhoea is an important public health concern in developing countries like Bangladesh [1]. Cholera is a severe form of diarrhoea continues to be a medical emergency, caused by vibrio cholerae, serogroups 01 or 0139. Since it’s beginning the world has experienced six cholera pandemics and the seventh pandemic is still ongoing and shows signs of increasing further [2]. This region was thought to have been the source of origin of two of the seven cholera pandemics that invaded the world in the last 190 years [3]. It is one of the three diseases currently reportable under the International Health Regulations (IHR) of 1969 [2].  The classic biotype of v.cholerae 01 was responsible for the fifth and sixth pandemics [4]. The classical biotypes of v.cholerae 01 were displaced by El Tor biotypes during the seventh pandemic in all countries where the disease was endemic [5], except in Bangladesh where both biotypes co-existed [6,7]. Epidemics of Cholera are still common in Bangladesh [8]. In 1992, an epidemic started in the southwestern coastal areas of Bangladesh seemed to be a typical seasonal outbreak of cholera. However, preliminary investigations revealed that for the first time in the history of cholera, the epidemic caused by v. cholerae non-01 in Bangladesh [9]. The emergence of the new strain vibrio cholerae 0139 (Bengal) and its rapid spread at southern part of Bangladesh and in India together with its detection in several other countries had given a threat that this might be the beginning of a new pandemic [10]. However, it did not spread beyond Asia.

Cholera is seen through out the year, but there are also two epidemics a year, occurring regularly every spring and fall each lasting for 2-3 months [11]. The spring peak is traditionally thought to be mostly due to v. cholerae 01 [12]. It is still not clear how v.cholerae spreads around the world, what determines its seasonality [3]. However, in Matlab, it was found that the use of surface water was important in the transmission of v.cholerae [13]. Another study revealed that v.cholerae 01 was most frequently (40%) isolated enteropathogen during epidemics [8].

Cholera is a disease of all ages but children are also vulnerable. A study showed that 24% of the total laboratory confirmed cholera patients were below 5 years of age, and children below 2 years of age accounted for 10% of the total [7]. The disease remains highly endemic in Bangladesh. With 1 to 5 hospitalizations per thousand people in Matlab for more than 20 years, an estimated 100,000 to 600,000 cases of cholera occur in Bangladesh every year [3]. 

The main cause of death from cholera is dehydration resulting from loss of fluids and electrolytes and if cholera patient not treated quickly death may occur within a few hours [14]. Initially, the case fatality rates were very high, 50-70% of cases were died but with better treatment and in particular more wide availability of ORT the case fatality rate greatly reduced. Cholera deaths are now nearly always preventable by use of simple and effective rehydration [15]. In Asia, the case fatality rate is under 1%. In Africa, although CFR has declined since 1970, continues to have the highest reported case fatality rates, close to 5%, compared to the rest of the world [2]. 
Rationale:

While the past epidemiological studies provided useful information on disease burden of Cholera infections, almost nothing is known to-date about the economic burden of cholera specifically. This equally holds true for Bangladesh and other developing countries that are the worstly affected by cholera. The direct and indirect costs incurred by providers and households in the treatment of cholera are almost unknown.  The “fiscal approach” toward assessment of the cost burden of this disease is critical to ascertain the cost benefit of preventive vaccines for various settings in developing countries and thus facilitate informed decision-making. The proposed evaluation of cost of illness of cholera in Bangladesh would generate valuable information on the cost burden of Cholera infections, which would be instrumental for policy advocacy. Through necessary adaptations, the data could be extrapolated nationally to estimate the macro-level “indicative assessments” of the total costs inflicted by this infection. These important direct accomplishments aside, the study would provide a practical methodology and tested approach for the assessment of the economic burden of cholera.

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).

Study Design

The evaluation of the cost-burden of cholera will be accomplished by using a combination of retrospective and prospective methods of micro costing.  The specific approaches to be employed for estimating the costs is the “ingredients” approach.

The proposed study will be conducted within the sample frame of the currently ongoing ICDDR,B's diarrhoeal disease surveillance at Matlab. 

Study site:

The Matlab Health Research Programme consists of three functional units - (a) clinical research unit, (b) community health research unit and (c) administrative unit.  It has a primary care hospital, 4 sub-centres (clinics) and a host of village-based community health workers to cater healthcare to its catchment population.  It provides services for diarrhoea, child health (ARI, Immunization, Vitamin-A, Nutrition), reproductive health including family planning, maternity care and EOC/safe motherhood.  Besides, service delivery, it offers back-up support for research projects.  There has been continued diarrhoeal disease surveillance at Matlab through HDSS with a current population of 2,20,000.  Stool samples/RS of all patients of diarrhoea coming from the surveillance area are routinely examined at the hospital using standard procedures. 

Case definition and expected number of cases:

All cases of cholera coming from Matlab surveillance area and get confirmed through appropriate lab test by attending Matlab hospital during the study period will be included in the proposed study. Information on laboratory confirmation of cholera cases and their household addresses will be collected from the hospital/surveillance records.

It is reported that about 10,000 people with diarrhoea receive medical treatment per year from the Matlab hospital alone and about 20% of them (i.e. 2000) come up with diarrhoeal diseases from Matlab HDSS area. Among these diarrhoea patients attending Matlab hospital, about 8-10% (160-200) are found to be cholera positive (V. cholerae 01 or 0139) annually as revealed through culture reports.  The proposed study is expected to continue data collection on these confirmed cholera patients (both child and adult), through retrospective and prospective interviews (on day 7 and 14 from the date of their first visit to the hospital with the current episode of cholera) at their household level for 18 months.  Therefore, it is expected that about 240-300 confirmed cases of cholera would be available for this COI study. The inclusion criteria of cases and the generic outline of data collection have been standardised by IVI in order to compare results across the DOMI countries. 

Three plausible scenarios might take place within the target population under the passive morbidity surveillance to detect cholera episodes:

(i) Cases directly attending the selected health facility (ICDDR,B's Matlab Hospital);

(ii) Cases sought treatment from elsewhere, before attending the selected health facility.  The alternative sources could be other government/private hospitals, NGO clinics commercial providers (private practitioners, traditional/indigenous healers, pharmacies) or self-treatment;

(iii) Cases sought treatment after attending the selected facility elsewhere (during the interval period between day-7 and day-14 follow-up interview schedules).

These options may require out-patient (OPD) and/or in-patient (IPD) care or self-treatment. Therefore, to avoid mix-up (overlapping) of information on treatment cost borne by patients/households at selected facility and alternative sources -- relevant questions and responses would be kept separate in the survey instrument to justify the patient/household cost estimate pertinent to selected facility and other sources of treatment (if availed). 

Conceptual Framework for Estimating Costs
The capital and recurrent direct medical costs aside, i.e. the costs incurred by the provider for the treatment of a disease (equipment and instrument, infrastructure, personnel, laboratory/diagnostic tests, drugs, non-drug clinic supplies, rental and other utilities and so forth), the study would also obtain the direct medical and indirect non-medical costs/productivity losses incurred by the patient/household for the disease (out-of-pocket expenditures for consultation, ambulatory services/hospitalization, diagnostic tests and medications, travel costs, workdays and wages lost by an earning patient or other earning caregivers, etc.).  Thus, the following conceptual framework would be used to assess the total economic burden of the disease:





Data Collection
The “ingredients” approach suggests estimation of the direct medical costs of a disease through appropriate identification of all the resources required, the specific quantities of each resource consumed during the process of treatment (e.g., doctors, nurses, health aids, diagnostic tests, drug, non-drug costs and so forth), and the price per quantity/unit.  The total cost is calculated, multiplying the quantity by the price and summing the results [16]. 

The unit cost (often called average cost) is the cost per unit of output.  It can be calculated where total cost and the quantity of output (number of confirmed cholera cases treated) have been found [18].
Provider cost:

Capital costs, i.e. inputs that last for more than one year would be distributed over each year with consideration of appropriate depreciation rates and on the basis of an annualization factor considering a discount rate of 5%.  To annualise the capital items, necessary information would be collected which include replacement cost, useful lifetime, discount rate (5%) and annualization factor (from standard table).  Then the annual cost would be calculated by dividing the replacement cost of the item by annualization factor [16, 19].  The selected facility will be surveyed and inventoried to list the capital and recurrent inputs for facility level costing.  For this, following data would be collected [17]:

(a)
Capital inputs: Replacement cost for building, equipment, furniture and others with useful lifetime.

(b)
Staff:  Total number by each type, total hours per month/week worked by each type of staff, total salary of each type of staff.

(c)
Other recurrent inputs:  Supplies, medicines, utilities, maintenance.

(d)
Service records: Number of patient visits by type of treatment.

The selected health facility in the study site provides other healthcare services apart from treatment of cholera.  Therefore, quite understandably, there will be a number of common/joint costs that would require apportioning among the various cost centres (services).  Data on utilization of services (number of patients visit by type of treatment) collected from the service records of the selected facility would serve as the basis for distribution of the common costs.  Similarly, allocation of personnel costs among the various cost centres would require a time study to ascertain what proportion of providers’ salary costs should be charged to the management of Cholera cases. A staff time-log would be used for this purpose [19].

Retrospective data on service statistics will be collected on monthly basis from the selected health facility records.  The time study will be conducted in two slots - one during annual peak season and another during non-peak period of the year. Other recurrent costs (material inputs used up in course of a year) will be followed-up on quarterly basis for one full year of the study to capture the seasonality variations.  Allocation of capital costs for shared space and shared equipment would be done based on staff cost (staff time).

Source of cost data:

Matlab admin. Unit, Centres estate department, finance, personnel, training branch, supply and procurement records, deeds, projects expenditures statement, expert opinion etc.

Patient/household costs:

To collect data on direct and indirect costs of patients/households seeking treatment from the selected facility, a prospective investigation will be conducted through household interviews with the patients/parents/caretakers after 7 days and 14 days from the first day of their reporting at the selected health facility.

Only the confirmed cases of cholera (determined by the selected facility through required diagnostic tests) as they appear during the study period would be interviewed at their household level for economic assessments. These household interviews will collect information on direct and indirect costs incurred by the patients/households on account of their visit to the selected facility and costs borne during interval periods between the two interview schedules (day 7 and 14). The cost information on the amounts spent (if any) by the patients/households before coming to the selected facility, along with the information on type of other provider (traditional healer, GP, GO, NGO facility, pharmacies, self-treatment etc.) consulted earlier for the current episode of cholera will be collected during the first interview on day-7.  The cost information of the patients/households arising out of consultation with other providers (other than selected facility) during the interval period between day-7 to day-14 interview schedule will also be captured during the second interview on day-14.  A 7-day recall period will be allowed in both the occasions The costs borne by patients/households for treatment at selected facility, and the same spent for treatment by other providers (before and after attending the selected facilities) will be arranged in separate sections of the questionnaire.
Data collection Tools:

Patient/household costs survey instruments: To get the patient/household cost information, two sets of standardized questionnaires have been developed by IVI in consultation with the PIs of the participating countries. However, adequate flexibility has been kept for making country-specific modifications as required.  Two sets of questionnaires are organized for day-7 and day-14 interview schedules.  Child and adult patients have different survey instruments.  The respondents could be the patient/parent/household head/caretaker who must be an adult and familiar with the disease and household expenses for treatment of cholera. Day-7 questionnaire has several sections in it, which includes:

(a) pre-diagnosis costs and symptoms (before attending selected facility); 

(b) costs at selected facility;

(c)
post-diagnosis costs (after attending the selected facility);

(d)
indirect costs (substitute labour, care-taking, visitors);

(e)
knowledge and avertive behaviours; and 

(f)
a log-book/pictorial card.

Day-14 questionnaire also contains similar sections with an additional section on contingent valuation.

Institutional cost survey instruments:  Different tables, formats have been developed for recording capital and recurrent cost information and calculation in the light of the discussion held in the workshop on the subject last October 2002 in Bangkok.

Timetable
	
	Study Year 1
	Study Year 2

	
	2003
	2004
	2004
	2005

	
	Q2
	Q3
	Q4
	Q1
	Q2
	Q3
	Q4
	Q1
	Q2

	· Development of costing tools/ checklists, pre-testing and finalization.  Training of data collection staff.
	x
	x
	
	
	
	
	
	
	

	· Collection of provider costs of treatment (capital/recurrent) at the selected health facility.
	
	x
	x
	x
	x
	x
	x
	
	

	· Household survey for collection of direct and indirect costs of cholera patients/households seeking treatment from the selected health facility.
	
	x
	x
	x
	x
	x
	x
	
	

	· Data analysis and report preparation.
	
	
	
	
	
	
	
	x
	X


Facilities Available


Describe the availability of physical facilities at the place where the study will be carried out. For clinical and laboratory-based studies, indicate the provision of hospital and other types of patient’s care facilities and adequate laboratory support. Point out the laboratory facilities and major equipment that will be required for the study. For field studies, describe the field area including its size, population, and means of communications. (TYPE WITHIN THE PROVIDED SPACE).  


The International Centre for Diarrhoeal Disease Research, Bangladesh (ICDDR,B) has a long-standing reputation of carrying out research in diarrhoeal diseases with active collaboration with various national and international institutions. The Centre has the necessary infrastructure for the laboratory based and field-or-community based research. 
The Matlab Health Research Programme consists of three functional units - (a) clinical research unit, (b) community health research unit and (c) administrative unit.  It has a primary care hospital, 4 sub-centres (clinics) and a host of village-based community health workers to cater healthcare to its catchment population.  It provides services for child health (ARI, Diarrhoea, Immunization, Vitamin-A, Nutrition), reproductive health including family planning, maternity care and EOC/safe motherhood.  Besides, service delivery, it offers back-up support for research projects.  There has been continued diarrhoeal disease surveillance at Matlab through HDSS with a current population of 2,20,000.  Stool samples/RS of all patients of diarrhoea coming from the surveillance area are routinely examined at the hospital using standard procedures. As such the proposed study fits well with the existing facilities at Matalb.

Data Analysis

Describe plans for data analysis. Indicate whether data will be analysed 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).

Method of Analysis
All collected data would be entered electronically in data base programme. The soft ware for data entry have been developed and installed by IVI. Bivariate and multivariate analyses of collected data would be done to come up with the following estimates in line with the study objectives: 

The direct diagnostic and treatment costs of cholera.

The indirect costs of illness of cholera. 

The unit (average) costs of treatment of cholera.

Sensitivity analyses will be done to assess the effects of the various assumptions need on the conclusions.  Such assumptions, for example, may relate to the rate of Cholera illness in other rural areas, the treatment procedures and related costs in various treatment facilities and others.
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.

There will be no involvement of invasive procedures in the protocol. Formal consent will be obtained from the household heads during the household surveys. Information in consent will include full information on the purpose of study. Data will be analysed in groups and individual confidentiality of patients will be ensured. 

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 animal will be used in this study.

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 judgement 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.

Research findings will be presented in International seminars/conferences and be published in peer-reviewed international journals in order to make the results available to all researchers in the relevant field.  The results will also be shared with relevant government and non-government agencies to influence appropriate policy decisions to prevent and control cholera.

Collaborative Arrangements


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


This is a scientific collaboration between the Centre and the IVI (International Vaccine Institute), Kwanak, PO Box-14, Kwanak-KU, Seoul, Korea 151-600.

Tel # 82-2-872-2801

Fax # 82-2-872-2803

· Dr. Andrew Nyamete, Coordinator of DOMI/IVI Social Science Task Force will participate in the study as co-investigator. He is expected to maintain coordination between IVI and the local COI study team.  He has already visited Bangladesh last year to see the progress of work of a similar study on shigellosis currently being conducted by ICDDR,B's at its Kamalapur surveillance area. (Ziaul Islam is working as PI of that project since 15th April 2002).
· IVI's Social Science Task Force has developed a standardized questionnaire for patients/household interview to record the private cost information for use in all 7 participating countries.  Also a guideline on Institutional cost estimation has been developed through a workshop held in Bangkok last year, which was attended by the PI of this proposed study.
· IVI has developed a data entry programme for these economic studies and the programme has been recently installed at the local office computer of the study team at HSID.
· Regular meeting of ICDDR,B's DOMI study team usually takes place at the office of the Head, Programme on Infectious Diseases and Vaccine Sciences (PIDVS).
· Annual financial audit is expected to be conducted by IVI's external audit team.
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


:
ZIAUL ISLAM

2    Present position

:
Senior Operations Researcher, HSID

3    Educational  background
:
- M.Sc. (Health Services Management): London School of

       (last degree and diploma & training

   Hygiene and Tropical Medicine, 1997. (Major study unit 

   was Health Economics)

          relevant to the present research proposal)
- Training on Economic Evaluation: Health Economics Unit, 

   MOHFW, 1999

- Training workshop on Institutional Cost Assessment: IVI, 

   Bangkok, October 2002.

List of ongoing research protocols  

(start and end dates; and percentage of time)

4.1.   As Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	2001-017 (IVI)
	Oct. 2001
	Nov. 2003
	50%

	990-42 (FHRP
	June, 2002
	May, 2003
	35%

	
	
	
	

	
	
	
	


4.2. As Co-Principal Investigator

	Protocol Number
	Starting date
	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                               
	1

	b)   Peer reviewed articles and book chapters                                                               
	1

	c)   Papers in conference proceedings
	2

	d)  Letters, editorials, annotations, and abstracts in peer-reviewed journals  
	2

	e)  Working papers
	6

	f)   Monographs
	


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

        1) Site Selection for Community Clinics: A field experience. (ICDDR,B Special Publication No. 106)

        2) Orientation on HPSP and ESP: Issues for Consideration. (ICDDR,B Special Publication No. 105)

        3) Operational Guidelines for management of Community Clinics by Community Groups: A study on Perspectives of Stakeholders. (ICDDR,B Working Paper No. 138)

        4) Transitional Plan on Shift from Outreach to Community Clinic-based Service Delivery Systems: A Study of Stakeholders Perspectives. (ICDDR,B Working Paper No.146)

        5) Baseline Assessment of Indicators for Monitoring ESP Delivery in Rural Areas: Findings from a Cross-Sectional Study. (ICDDR,B Working Paper No. 147       

------------------------------------------------------------------------------------------------------------

Biography of the Co-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


:
Rasheda Khanam

2    Present position

:
Operations Researcher

3    Educational  background
:
MBBS, MPH

       (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:   x

	Protocol Number
	Starting date
	End date
	Percentage of time

	
	
	
	

	
	
	
	

	
	
	
	


4.2.  As Co-Principal Investigator:  x

	Protocol Number
	Starting date
	End date
	Percentage of time

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


4.3.   As Co-Investigator  


	Protocol Number
	Starting date
	Ending date
	Percentage of time

	990-42
	June, 2002
	May, 2003
	50%

	
	
	
	

	
	
	
	

	
	
	
	


5.   Publications 

	Types of publications
	Numbers

	a)   Original scientific papers in peer-review journals                               
	x

	b)   Peer reviewed articles and book chapters                                                               
	x

	c)   Papers in conference proceedings
	x

	d)  Letters, editorials, annotations, and abstracts in peer-reviewed journals  
	x

	e)  Working papers
	5

	f)   Monographs
	x


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

1. 
Khaman, R. et. al. 2002.  Meeting Additional Health and Family Planning Needs of Clients by Addressing Missed Opportunities: An Urban Experience. ICDDR,B Working Paper # 152

2.
Alam, SMN. et. al. 2002.  Healthcare Seeking Behahiour and BCC Needs for Urban Population: A Qualitative Study.  ICDDR,B Working Paper # 142.

3.
Amin S. et. al. 1997.  Implementation of the Essential Services Package (ESP) in Urban Clinics through Standardized Service Delivery Protocols: Preliminary Findings from an Intervention in Dhaka.  MCH-FP Extension Project (Urban), ICDDR,B Working Paper #  97.

4.
The Essential Services Package (ESP), Protocols for Primary Health Care, ICDDR,B Special Publication # 67.

5.
Hossain SAS. et. al. Operations Research on ESP Delivery in Urban Areas: Operationalizing on Urban ESP Clinic: Findings and Implications. (Wait to publish).
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                                                                    APPENDIX


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

Voluntary Consent Form (English Version)

Protocol No. 
2003-012
Title of the Protocol:  
Cost of Illness of Cholera in Matlab, Bangladesh.
Organization:
ICDDR,B in collaboration with International Vaccine Institute (IVI)

Principal Investigator:  
Dr. Ziaul Islam

Consent Form
(To be used for taking consent of participants aged 18 years and above including patient/parents/caretaker)

Greeting!

1.
ICDDR,B in collaboration with the International Vaccine Institute (IVI) has been conducting a study which is aimed at assessment of cost of illness of cholera on the part of the provider and patients/households.

2.
We are told that you/patient (name ______) had been to ICDDR,B Matlab hospital 7/14 days ago for treatment of cholera, where your/patient's (name _____) stool sample was examined and the diagnosis was made. We are interested to know the costs borne by you or by your household in getting treatment of cholera from Matlab hospital.  We would also like to know the costs incurred by you/household if you had been to other providers during the said period for cholera treatment.

3.
If you kindly agree to participate in the study, we would like to ask you some questions about the treatment cost for cholera.  This might take around 45 minutes.  If permitted by you, the interview would take place at your house.

4.
I can assure you that your participation in the study does not bear any physical or psychological  risks.

5.
Your participation would certainly contribute to policy-making in introduction of better preventive measures against cholera.

6.
All information to be gathered from you will be kept under lock in a file cabinet.  Only the members of the study team will have access to it.  Confidentiality of the information shall be maintained as far as practicable.

7.
If you have any query, please contact the PI: Dr. Ziaul Islam at the following phone number.






988-1751 (Ext. 2523)

8.
Participation in this study depends on your willingness and you can withdraw yourself from the study at anytime you like.  The existing medical services being offered by Matlab hospital to you and your family members shall continue as usual irrespective of your participation in this study.

Thank you for your cooperation.

________________


___________________________________

  ____________
Name of participant 


Signature or left thumb impress of participant


Date 

____________________________
_______________________________


  ____________
Name of PI or his/her representative
Signature of PI or his/her representative



Date 

______________


_________________________​​​________

  ____________
Name of Witness

 
Signature or left thumb impress of witness


Date 
Detailed Budget for New Proposal


Project Title: Cost of Illness of Cholera in Matlab, Bangladesh


Name of PI: Ziaul Islam


Protocol Number:                     Name of Division:  Health Systems & Infectious Diseases Division (HSID)


Funding Source:  IVI (DOMI)         Amount Funded (direct):  US$ 52,805       Total:  US$ 66,007     

Overhead (25%): US$ 13,202

Starting Date:  As soon as fund available                     Closing Date: End of 2 years from starting


Strategic Plan Priority Code(s):


	Sl. No.
	Account Description
	Salary Support
	US $ Amount Requested

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

	1.
	Dr. Ziaul Islam
	Principal Investigator
	50
	NO-B:5
	5828
	6119
	

	2.
	Dr. Rasheda Khanam
	Co-Investigator
	50
	NO-A:3
	4877
	5121
	

	3.
	Dr. Md. Yunus
	Co-Investigator
	5
	NO-D:
	1536
	1613
	

	4.
	Ms. Monowar Jahan*
	Sr. Research Officer
	40
	GS-6:10
	1550
	3255
	

	5.
	Ms. Hosne Ara Begum*
	Research Officer
	40
	GS-5:11
	1225
	2572
	

	6.
	Nirod Chandra Saha**
	Data Mgmt. Officer 
	35
	GS-5:11
	1086
	2281
	

	7.
	To be named***
	Medical Officer
	10
	NO-A:
	598
	314
	

	8.
	To be named***
	Field Research Assistants (2x1.5 year)
	100
	GS-3:1
	5888
	3092
	

	
	Sub Total
	22588
	24367
	

	
	
	
	
	

	
	
	
	
	

	
	Consultants
	
	
	-
	-
	

	
	Local Travel
	
	1400
	1400
	

	
	International Travel
	
	-
	-
	

	             Sub Total
	1400
	1400
	

	

	

	             Supplies and Materials (Description of Items)

	1.
	Stationary and miscellaneous office supplies
	1000
	1000
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	Sub Totals
	1000
	1000
	


* Ms. Monowar Jahan and Hosne Ara Begum will get salary support of 6 months in the 2nd half of 1st year and 12 months in 2nd year.
** Mr. Nirod C  Saha  will get salary support of 6 months in the 2nd half of 1st year and 12 months in 2nd year.
*** FRAs and one NO-A level Matlab staff will get salary support of 12 months in 1st year and 6 months in the 1st half of 2nd year.

	
	Other Contractual Services
	
	
	

	
	Repair and Maintenance
	
	
	

	
	Rent, Communications, Utilities
	100
	100
	

	
	Training Workshop, Seminars
	-
	-
	

	
	Printing and Publication
	300
	300
	

	
	Staff Development
	250
	
	

	
	
	
	

	
	
	
	

	
	Sub Total
	650
	400
	


	
	Interdepartmental Services


	1st Yr
	2nd Yr
	3rd Yr

	
	Computer Charges

	
	Pathological Tests
	-
	-
	-

	
	Microbiological tests
	-
	-
	-

	
	Biochemistry Tests
	-
	-
	-

	
	X-Rays
	-
	-
	-

	
	Patients Study
	-
	-
	-

	
	Research Animals
	-
	-
	-

	
	Biochemistry and Nutrition
	-
	-
	-

	
	Transport
	-
	-
	-

	
	Xerox, Mimeographs etc.
	-
	-
	-

	
	Sub Totals
	
	
	

	
	Other Operating Costs
	-
	-
	-

	
	Capital Expenditure
	-
	-
	-


	TOTAL DIRECT COSTS
	25638
	27167
	

	OVERHEAD @ 25%
	6410
	  6792
	

	TOTAL PROJECT COST
	32048
	33959
	



Budget Justifications


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


Study site:
The study will be implemented in ICDDR,B's Matlab Health Research Programme area  located in the south-western part of Bangladesh (where all necessary arrangements for proper diagnosis of cholera are already set up by ICDDR,B).  This will enable the study to have cost estimates of cholera illness confirmed through laboratory test in Bangladeshi rural setting.

Personnel:
Calculations are based on anticipated workloads and the present salary scale of ICDDR,B for all categories of staff.

The principal investigator (PI) will provide overall guidance to the design and implementation of the study.  Along with the co-investigator Dr. Rasheda Khanam, he will finalize the instruments for collecting the private (household) costs, develop/finalize the methodology and instruments for the institutional (providers') cost estimates, provide training/orientation to the study team, supervise quality assurance of data collection and their electronic entries into the computer throughout the study period, analyze data, prepare the write-ups, and liaise with IVI in submitting the needed progress reports. Overall scientific involvement by sharing expert opinion of Dr. Md. Yunus as a co-investigator (5%) will continue throughout the study period.  Also he will provide approval and necessary assistance required to conduct the study at Matlab field.  A NO-A level staff of Matlab (10% for 18 months) will be in-charge of local supervision of data collection

The co-investigator (Dr. Rasheda) will be working as the head of the field activities for both, the private and institutional costing components.  The two Research Officers (Monowar Jahan and Hosne Ara Begum, 40% each for 18 months) shown in the study team posses the required technical skills and experience for conducting economic studies and they will be directly involved in collecting all information required for institutional costing.  Along with the co-investigator, they will also do the related translation work.  The time study required for apportioning the personnel (salary) costs of the various providers at the study facilities as well as other calculations needed to apportion the institutional capital costs to the cholera component will also be accomplished by them.  The data management officer  (35% for 18 months) will carry out all the required data entry and processing activities.  Provision for two Field Research Assistants (FRAs, 100% for 18 months) has been kept who will be stationed at Matlab for household level data collection.

Other expenses:
No capital equipment has been budgeted for the cholera cost of illness study.  The computer and other office resources acquired for the shigellosis economic study will be shared for the cholera study.  Only the lump sum costs for communications, staff training, printing, local travels and other office stationery/supplies has been estimated and budgeted accordingly. 


                           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 

Date

:



To

:
Chairman












Research Review Committee




ICDDR,B

From

:
Dr. Ziaul Islam




Senior Operations Researcher, HSID

Subject
:
Submission of Protocol entitled "Cost of Illness of Cholera in Matlab,

Bangladesh."

Please find enclosed the above-mentioned protocol developed in consultation with the collaborators of IVI for implementation in Bangladesh through using ICDDR,B facilities and expertise.  The proposed study is part of a multi-country research under the umbrella of IVI’s DOMI (Diseases of the Most Impoverished) program. IVI/DOMI Social Science Task Force incorporating inputs from the PIs of the collaborating countries has developed the survey instruments attached herewith. 

Kindly be informed that concerned IVI personnel have reviewed the proposal. Also Dr. Subrata Routh, Director, Health Financing and Management of Abt. Associates Inc. Tashkent, Uzbekistan, and Prof. Sushil R. Howlader of the Institute of Health Economics of Dhaka University have reviewed the protocol. Comments made by them have been duly incorporated in the attached copy of the proposal.

Therefore, I would request you to kindly do the needful as required.

Thank you,

Kind regards.













Appendix II

Avš�R©vwZK D`ivgq M‡elYv †K›`ª (AvBwmwWwWAvi,we)t †m›Uvi di †nj&_ GÛ ccy‡jkb wimvP©

Hw”QK m¤§wZcÎ
cÖ‡UvKj bst 


2003-012

cÖ‡UvK‡ji wk‡ivbvgt

Cost of Illness of Cholera in Matlab, Bangladesh.
cÖwZôvbt



AvBwmwWwWAvi,we I B›Uvib¨vkbvj f¨vKwmb BbwówUDU (AvBwfAvB) Gi †hŠ_ D‡ÏvM

cÖavb M‡elKt


wRqvDj Bmjvg

m¤§wZcÎ
(18 eQ‡ii Ges Z`�a© eq‡mi cÖvßeq¯‹ ‡ivMx/†ivMxi wcZvgvZv/cwiPh©¨vKvixi Rb¨)

Awfev`b!

1|
Avš�R©vwZK D`ivgq M‡elYv †K›`ª (AvBwmwWwWAvi,we) Ges B›Uvib¨vkbvj f¨vKwmb BbwówUDU (AvBwfAvB) †hŠ_fv‡e GKwU M‡elYv Ki‡Q hvi g�j D‡Ïk¨ n‡”Q K‡jivi wPwKrmv Kivi Rb¨ †mevcÖ`vbKvix (nvmcvZvj/wK¬wbK/Ab¨vb¨ Drm) Ges †mevMÖnYKvix/†ivMx ev Zvi cwiev‡ii KZ LiP nq Zv hvPvB Kiv| 

2|
Avgiv Rvb‡Z †c‡iwQ †h, Avcwb/†ivMx (bvg _______) MZ 7 /14 w`b Av‡M K‡jivi wPwKrmvi Rb¨ AvBwmwWwWAvi,we-i gZje nvmcvZv‡j wM‡qwQ‡jb †hLv‡b Avcbvi/†ivMxi (bvg _______)  gj cix¶vq K‡jiv †ivM aiv c‡o I wPwKrmv †`Iqv nq| Avgiv Avcbvi/†ivMxi (bvg _______)  g‡Zv hviv gZje nvmcvZvj †_‡K K‡jiv †ivM wbY©q I wPwKrmv wb‡q‡Qb ev GL‡bv wb‡”Qb Zv‡`i wb‡Ri c‡KU †_‡K ev Zv‡`i cwiev‡ii c¶ †_‡K GB wPwKrmv wb‡Z wK iKg LiP c‡o Zv Rvb‡Z AvMÖnx| gZje nvmcvZvj QvovI hw` Avcwb/†ivMx (bvg _______)  Gev‡ii K‡jiv wPwKrmvi Rb¨ Ab¨ †Kv_vI wM‡q _v‡Kb Zvn‡j †mB LiPwUI Avgv‡`i Rvbv `iKvi| 

3|
Avcwb hw` GB M‡elYvq AskMÖnY K‡ib Zvn‡j Avgiv Avcbvi/†ivMxi (bvg _______)  K‡jiv †iv‡Mi wPwKrmv LiP m¤•‡K© wKQy cÖkœ Kie| G‡Z 45 wgwb‡Ui gZ mgq jvM‡Z cv‡i|  cÖkœ¸‡jv g�jZt Avcbvi/†ivMxi (bvg _______)  mv¤•ªwZK K‡jiv RwbZ Amy¯’Zvi wPwKrmv e¨q m¤•wK©Z| Avcbvi AbygwZ †c‡j Avcbvi evox‡ZB mv¶vrKviwU †bIqv n‡e|

4|
M‡elYvq AskMÖn‡Yi Kvi‡Y Avcbvi/†ivMxi (bvg _______)  gvbwmK ev kvixwiK †Kvb ¶wZi m¤¢vebv †bB|

5|
Avcbvi †`qv Z_¨ GB M‡elYv Z_v K‡jivi wPwKrmv e¨q n«vm I cÖwZ‡iv‡ai †¶‡Î h‡_vchy³ bxwZgvjv cÖYq‡b mnvqZv Ki‡e| 

6|
Avcbvi †`qv K‡jiv ‡iv‡Mi wPwKrmv e¨q m¤•wK©Z me Z_¨ Zvjve× †Kwe‡b‡U msiw¶Z _vK‡e Ges †KejgvÎ M‡elYvKg©x‡`iB GB Z‡_¨ cÖ‡ekvwaKvi _vK‡e| G Z‡_¨i †MvcbxqZv AvBbMZfv‡e hZUzKz m¤¢e i¶v Kiv n‡e|

7|
M‡elYv m¯•wK©Z Avcbvi †Kvb cÖkœ _vK‡j Avcwb GB M‡elYvi cÖavb M‡elK Wvt wRqvDj Bmjv‡gi mv‡_ wb‡æ D‡j­wLZ †Uwj‡dvb b¤^‡i †hvMv‡hvM Ki‡Z cv‡ib|





988-1751 (G·‡Ubkb - 2523)

8|
GB M‡elYv Kvh©µ‡g AskMÖnY Kiv m¤•�Y© Avcbvi B”Qvi Dci wbf©ikxj Ges AskMÖn‡Y Avcbvi m¤§wZ bv _vK‡j †h †Kvb mgq Avcwb GB Kvh©µg †_‡K bvg cÖZ¨vnvi Ki‡Z cv‡ib| G‡¶‡Î M‡elYvq AskMÖnY bv Ki‡jI Avcwb AvBwmwWwWAvi,we-i gZje nvmcvZv‡ji wba©vwiZ wPwKrmv myweav MÖnY Ki‡Z cvi‡eb|

Avcbvi mn‡hvMxZvi Rb¨ A‡bK ab¨ev`|
_____________


_________________________

  ____________
AskMÖnYKvixi bvg 


AskMÖnYKvixi ¯^v¶i/evg e„×vs¸wji wUc mB


ZvwiL 

___________________

_______________



  ____________
M‡elK/cÖwZwbwai bvg I c`ex

M‡elK/cÖwZwbwai ¯^v¶i




ZvwiL 

__________



______________________


  ____________
¯^v¶xi bvg


 
¯^v¶xi ¯^v¶i/evg e„×vs¸wji wUc mB



ZvwiL 

Revised on: 19 November  2002





Total Costs





Provider Costs (OPD/IPD)





Patient/Household Costs (OPD/IPD)





Indirect





Productivity/ Workdays lost (by patient/ caregivers), substitute labour


        and 


wage lost by the earning member  





Capital





Building


Equipment/Instruments/ Furniture


Vehicle


Others (start-up training, social mobilization, other infrastructure, etc).





Recurrent





Personnel


Drugs


Supplies


Laboratory tests


Utilities/Rents


Maintenance


Others (recurrent skill-enhancement training, social mobilization, etc).








Direct





Out-of-pocket expenditures (Consultation fees/User fees/Registration fees, Diagnostic test, Drugs/Medications, Ambulatory/Hospitali-zation costs, etc.)


Travel costs


Others 
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