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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:  Motiur Rahman 

Project Name: A baseline assessment of existing laboratory services in urban and rural Primary Health Care (PHC)/Essential Services Package (ESP) delivery facilities of partner NGO’s of NGO Service Delivery Program (NSDP) in Bangladesh

Total Budget                                            
Beginning Date                   
Ending Date 
77,038





December 2004

December 2005


Aim:
A comprehensive baseline assessment of laboratory services in NSDP PHC/ESP delivery facilities located in urban and rural Bangladesh that will document the need and rationale for prescribing laboratory tests in PHC’s with and without laboratory facilities.
Objectives:

1. To conduct a systematic literature review for evidence supporting specific laboratory tests in developing country,

PHC settings.

2. Assessment of the existing capacity of laboratory services in primary health care/ESP delivery  sites/facilities of

       NSDP partner NGO’s.

3. To determine the extent to which existing laboratory services match the client needs as estimated by reported patterns of morbidity or diagnoses at PHC/ESP delivery facilities of NSDP partner NGO’s in urban and rural Bangladesh.

4. To estimate what expenditures are being made on laboratory services, what revenues are being generated and from who (including user charges).

5.    Identify guidelines that specifically address laboratory services in NSDP clinics.

6.   To establish a baseline list of “essential” laboratory services and estimate the human and material resource

       requirement that would be required to provide these services. 

Background: In developed countries laboratory aided preventive, diagnostic and prognostic testing plays a central role in modern medicine and significantly improves the validity and effectiveness of PHC practices.   Similar advantages should be possible in developing countries, but will require the application of appropriate technologies that optimize the use of limited resources.  Laboratory services provided at the PHC level in Bangladesh have long been neglected due to i) a shortage of laboratory personnel, ii) the lack of material resources, iii) the absence of continuing training/education and supervision and, iv) inadequate quality assurance programs (3). This lack of laboratory-based information severely hampers appropriate therapy and leads to improper and inappropriate testing and case management. At the primary health care level, the pattern of patient complaints and needs presenting to clinics is not well documented in Bangladesh.  The nature of their morbidity and the availability of appropriate laboratory services have not been evaluated.  Furthermore, there is no quality assurance or monitoring system for laboratories in Bangladesh.  The diagnostic referral practices of PHC service providers are also largely unknown.   

Materials and methods: A cross-sectional, descriptive survey of existing laboratory services in NSDP partner NGO’s will be conducted on a representative sample of urban and rural clinics (with and without laboratory facility). A total of 83 PHC facilities with and without laboratory will be assessed. All 23 PHC with laboratory facility will be assessed. In order to assess the need for essential laboratory services and to assess the current diagnostic test prescription and its rationale a total of 60 randomly selected PHC (23 urban and 37 rural) without a laboratory facility from urban and rural Bangladesh will be surveyed. Baseline assessment of laboratories will include inventory of laboratory infrastructure, manpower, management, services and financing. Estimation of reported morbidity, the need for laboratory services and the pattern of laboratory test request at PHC with and without laboratory will be done by retrospective analysis of patients record and test requested. Finally a systematic review of literature will be done and a guideline will be prepared for NSDP partner NGO,s for establishment of new laboratory or upgrading existing laboratories.
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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.


A comprehensive baseline assessment of available laboratory services in NSDP PHC/ESP delivery facilities located in urban and rural Bangladesh and to assess the need and rationale for prescribing laboratory tests in PHC’s with and without laboratory facilities. 

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 conduct a systematic literature review for evidence supporting specific laboratory tests    in developing country PHC settings.

2. To determine the existing capacity of laboratory services in primary health care/ESP delivery 

sites/facilities of NSDP partner NGO’s in urban and rural Bangladesh.

3. To determine the extent to which existing laboratory services match the client needs as

estimated by reported patterns of morbidity or diagnoses at PHC/ESP delivery facilities of

NSDP partner NGO’s in urban and rural Bangladesh.

4. To estimate what expenditures are being made on laboratory services, what revenues are being

generated and from who (including user charges).

5. Identify guidelines that specifically address laboratory services in NASP clinics.

6. To establish a baseline list of “essential” laboratory services and estimate the human and material resource requirement that would be required to provide these services.
7. To prepare a standard guideline for assessment and implementation of essential laboratory services for NSDP clinics. 
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).

                                                                                                                                                                                          

BACKGROUND

The goal of achieving “Health For All by the year 2000” is far from being achieved in Southeast Asian countries, including Bangladesh. The strategy adopted for achieving this goal is the effective delivery of primary health care (PHC)/Essential Services Package (ESP), reaching all segments of the population.  Despite concerted efforts in government and non-government sectors, the successful delivery of PHC/ESP has only partially been accomplished in Bangladesh. One of the important PHC/ESP activities is the early and correct diagnosis of common morbidities and their proper management, including referral to appropriate facilities. Diagnoses made at the PHC/ESP level are mainly based upon screening, history taking and clinical examination (1).  The extent to which this is aided by laboratory tests is largely unknown.  In developed countries, laboratory aided preventive, diagnostic and prognostic testing plays a central role in modern medicine and significantly improves the validity and effectiveness of PHC practices.   Similar advantages should be possible in developing countries, but will require the application of appropriate technologies that optimizes the use of limited resources.  For example, laboratory services can have a vital role in the prevention and control of STDs, administration of antimicrobial agents and control of risk factors associated with common communicable and non-communicable illnesses in developing country settings. 

Laboratory services provided at the PHC level in Bangladesh have long been neglected due to i) a shortage of laboratory personnel (3), ii) the lack of material resources (3), iii) the absence of continuing training/education and supervision (3) and, iv) inadequate quality assurance programs (3).  Unlike the case for essential medications (3), there does not exist a consensus among experts of what constitutes an essential laboratory service that stems from applied research and evidence-based reviews of effectiveness.  This lack of laboratory-based information severely hampers appropriate therapy and leads to improper and inappropriate testing and case management.  This is costly to the government and NGO service delivery systems and to clients.

In Bangladesh the large majority of communicable and non-communicable illnesses are associated with pregnancy, neonatal and early childhood infection, vaccine preventable illnesses, and under nutrition.  Many of these disorders can be more accurately identified with the aid of simple and potentially cost effective laboratory tests.  This, in turn, generates enhanced confidence in providers and the services they provide.  For the consumer, this translates into improved health outcomes and quality of life.

In Bangladesh, laboratory facilities within the government sector are limited to District hospitals and Upazilla Health & Family Welfare Centre (UH&FWC).  In medical colleges and district hospitals, comprehensive lab facilities are supposed to be available, but this is not always the case.  Due to inadequate re-supply of the consumable items, many lab procedures cannot be consistently run throughout the year (1, 2).   In Thana (sub-district) level health centers, the situation is even worse. Within the MOHFW, at the primary health care level (Union health and family welfare centers) laboratory facilities are not provided.  Within the NGO system, this is highly variable, but efforts within NGO Service Delivery Program (NSDP) and BRAC are being made to rationalize and standardize laboratory services (4). NSDP is operating in 62 districts and serving more than 1.5 million people per month through 278 static clinics, 412 upgraded satellite clinics and 13,817 satellite clinics. A wide range of ESP services such as Child Health (EPI, ARI, CDD, Vitamin A), Comprehensive Family Planning (Pill, Condom, Injectable, IUD, Norpalnt, Sterilization), Maternal Health (ANC, PNC, TT), RTI/STI, Communicable diseases (Malaria, TB) and Limited Curative Care are being provided by the clinical and depot-holders’ networks in their respective catchments areas. In addition to ESP services, some of the clinics are providing different range of laboratory services, which is supplement and or complement some of the ESP components and also addressing one-stop shopping concept. Considering community demand (reported in CPQ draft report-page 25); service needed, client satisfaction, and one step comprehensive PHC services there is no suitable alternative for incorporating essential laboratory services at the PHC delivery units.     

Vertical intervention programs have introduced a few simple and rapid tests within PHC facilities in the past.  However, these test facilities were not sustained after the termination of the intervention programs with which they were associated (1). 

While not specifically addressed by this proposal, it is acknowledged that private sector lab facilities, concentrated primarily in urban areas, constitute the major source of laboratory testing in Bangladesh (1). These are obviously profit-motivated rather than responsive to patients’ needs and do not serve the vast majority of the population, too poor to afford such tests. For those who do utilize private labs, this is likely not to be cost-beneficial.

 At the primary health care level, the pattern of patient complaints and needs presenting to clinics is not well documented in Bangladesh.  The nature of their morbidity and the availability of appropriate laboratory services have not been evaluated. Furthermore, there is no quality assurance or monitoring system for laboratories in Bangladesh.  The diagnostic referral practices of PHC service providers are also largely unknown. 

New approaches to the prevention, detection and control of illnesses are being introduced and tested in PHC facilities in developing countries. This includes the establishment of PHC-level laboratories with the capacity to carry out rapid, simple tests that will lead to timely preventive and/or therapeutic interventions.  These services must be carefully considered and thoroughly evaluated in terms of appropriate technology, cost, acceptability, sustainability and impact on the health of populations served.  This, in essence, necessitates the development of evidence-based, comprehensive essential laboratory services at PHC delivery facilities in Bangladesh (3).

Rationale:

Laboratory testing is an essential element to the provision of preventive and curative services at the primary health care level.  This includes tests that support screening programs, the early detection and diagnosis of illnesses, and the appropriate choice of treatment/therapy.  Carried out appropriately, in terms of quality and cost, laboratory services can have a major impact on the health of a population.  Carried out inappropriately, they can lead to much greater harm than good and at enormously increased cost in the public and private sectors.  Unlike the situation with drugs, health planners and service managers in Bangladesh lack guidance from an evidenced-based listing of essential laboratory services (ESLs) that are affordable and will enhance the quality and effectiveness of ESP.  As an initial step towards the implementation of ELS in Bangladesh, it is important to establish who is doing what, local capacities, and their cost to providers and clients. 

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). 


Methodology:

Survey unit and design: The units of observation will be NSDP partner NGO’s primary health care clinics/facilities.  NSDP clinics will be identified within the NGO Service Delivery Program that is funded through USAID. In the NSDP partner NGO clinics a representative sample of urban and rural clinics (with and without laboratory facility) will be identified through a multi-staged, stratified and then random selection of primary health care delivery units. 

Within the selected sites, human and physical resources allocated to laboratory services will be recorded.  Based upon legers, we will record the number of tests completed by category for the months of January, May and September (thus allowing for variance by season in presenting complaints).  Staff providing laboratory services will be interviewed and tested for specific skills.  If records permit, we will next match ordered tests to indications for testing.  If this is not possible, we will obtain a list of the illnesses diagnosed during the same three months.  Above board revenues can be obtained through the clinic management.

Selection of survey units: This will be a cross-sectional, descriptive survey of existing laboratory services in NSDP partner NGO’s in urban and rural Bangladesh. It is anticipated that wide variations exist in services available and their functional capacity.  It is beyond the scope of this investigation to cover the full spectrum and all locations throughout Bangladesh, however a representative sample will be selected among NSDP partner NGO’s service sites.  

Currently there are 23 clinics of NSDP partner NGO’s in urban and rural Bangladesh providing laboratory services. A comprehensive baseline survey will be conducted in all of these 23 laboratories.   

In order to assess the need for essential laboratory services and to assess the current diagnostic test prescription and its rationale a total of 60 randomly selected PHC without laboratory facility from urban and rural Bangladesh will be surveyed. The number of PHC will be proportionate to available PHC in each division. This includes randomly selected 20 PHC from Dhaka Division (10 urban and 10 rural), 15 PHC from Chittagong (5 urban and 10 rural) division, 12 PHC from Rajshahi division (3 urban and 9 rural) and 13 PHC from Khulna division (5 urban and 8 rural).  

Measurement:

a.  Baseline assessment of PHC with Laboratory facilities

At each laboratory site the following data will be collected.

1. 
Inventory of laboratory infrastructure

· Inventory of physical infrastructure

· Equipment and maintenance, supplies and re-supply

· Available space

· Electricity

· Running water

· Gas (central and/or cylinders)

· Waste disposal facilities

· Close, accessible toilet facilities

2. 
Inventory of manpower

· Staffing of laboratory: #, unfilled positions, training and degrees, responsibilities, continuing education and supervision

· Assessment of knowledge, skills, and practices

3. 
Inventory of laboratory services provided

· Tests carried out over the past week (? month): what & #

· Purpose of testing: screening, diagnosis, prognosis, surveillance

· Who orders the tests

· Testing referrals to clinic and from clinic

· Client flow

· Laboratory referral linkage (outsourcing pattern)  

4.
Laboratory management and financing

· Organization of lab service and management structure

· Line of authority and responsibility 

· Quality control measures and periodic review

· Record keeping, periodic review etc

· Revenues/user fees

· Costs/expenditures

                                  Equipment and maintenance

                                  Supplies

                                  Human resources

                                  Reporting, communication

                                  Travel

5.
Documentation of clinic activities that implicate the laboratory service

· Curative care

· Prevention: screening, surveillance

· Environmental health (water & sanitation)

6.
Documentation of client needs

· Presenting complaints

· Diagnosis    

The listed data collection will be completed through direct observation, review of administrative and clinical records, interviews (closed and open ended), and skill testing.  All laboratory staff will be interviewed, as well as the clinic manager, and the individuals responsible for finances, ordinances and clinical services.  

Data collection procedure: A team of one medical officer and one laboratory technician will be involved in data collection. The data collection will be done once using a pre-structured questionnaire. Some of the information’s will be collected by direct observation of the infrastructure (e.g. inventory of laboratory infrastructure), observation of records (e.g. availability of quality assurance system, availability of SOP (standard operating procedure) for tests performed, availability of internal quality assurance system, allocation of manpower etc) while others will be collected by face to face interview of laboratory technician and laboratory supervisor. Specific skill of laboratory technician who is performing the test will judged by the availability of SOP for a particular test, and internal quality assurance test. Continuity of supply of equipments and logistics will be ensured by interview and observation of stock records. This will provide us information for more then one previous years. Information on the presence of quality control system will be obtained from the presence of documents related to enrollment of any external quality system.         

b. Estimation of reported morbidity, the need for laboratory services and the pattern of laboratory test request at PHC with laboratory facility:

This will be conducted by retrospective analysis of patient’s record, including recorded morbidity and analysis of laboratory test requests. If retrospective data is not available, prospective analysis of patient prescription will be followed. In each selected PHC a prospective study will be conducted for three consecutive days analyzing approximately 50 prescriptions/day. In order to get accurate information (not biased by the presence of survey team) it is necessary to collect information for three consecutive days. This includes reported morbidity, clinical diagnosis and request for laboratory test if any. The data will then be analyzed for the need of the test for that particular morbidity  

c. Estimation of reported morbidity and the need for laboratory services at PHC without laboratory:

This will be conducted by retrospective analysis of patient’s record, including recorded morbidity and analysis of laboratory test requests. If retrospective data is not available, prospective analysis of patient prescription will be followed. In each selected PHC a prospective study will be conducted for three consecutive days analyzing approximately 50-prescription/day. In order to get accurate information (not biased by the presence of survey team) it is necessary to collect information for three consecutive days. This includes reported morbidity, clinical diagnosis and request for laboratory test if any and referral pattern. The data will then be analyzed for the need of the test for that particular morbidity. 

D. Systematic literature review and recommended listing of essential laboratory services

A systematic review of databases will be carried out to identify evidence in support of specific laboratory procedures provided in PHC facilities, preferably operating in developing country settings.  Evidence will be sought in support of test validity, costs, cost-effectiveness, #s affected and impact.  Any test to be considered for inclusion in the essential laboratory service package will be scored as follows;

· strong evidence in support of above listed criteria

· strong evidence in support of validity and potential impact, plus some evidence in support of the remaining criteria

· high potential impact, but inconclusive evidence

· modest impact, but inconclusive evidence

· evidence indicating poor validity, high cost or low impact

A full-time scientist trained in epidemiology, biostatistics and evidence-based decision making will conduct this review.  This individual will be independent of the research team with minimal vested interest in specific laboratory procedures.  A panel of experts, based upon the evidence identified, will complete scoring of laboratory procedures.  This same panel will also recommend an initial ELS package to be field tested and validated (future research).

E. Assessment of unmet need for laboratory services 

Starting with the recommended ELS package, this can be matched with the study findings in PHC sites to quantify the gap between existing material and human resources relative to what would be required.  Cost estimates can also be attached to this, but future studies will be required that address cost-effectiveness and benefit. 

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).  


Two primary investigators will head this investigation, one with expertise in laboratory sciences and the other in epidemiology and biostatistics.  Both have backgrounds in clinical medicine.  They will team with four additional investigators, two from ICDDR, B and two from the NSDP. Data collection in the field will be carried out by a team of four research officers: a team coordinator responsible for logistic, scheduling and overall field management and one each with a background in laboratory sciences, health services management and the social sciences.  Data collection tools will be developed and training will be given to the data collection team prior to actual data collection.  Finally, a PhD level epidemiologist will be hired to complete the literature review and summary of the evidence.
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).


Quantitative data will be entered and analyzed using SPSS version 11.5.  Descriptive statistics will include counts, measures of central tendency (means, medians, percentiles) and 95% confidence intervals.  Given the descriptive aims of this study, this is a hypothesis generating, as opposed to testing, exercise.  Given the number of sites involved, we will have the opportunity to test for differences in laboratory test request pattern between PHC’s with and without laboratory facility.  Difference in clinical diagnosis and laboratory service utilization can be compared between PHC’s in urban and rural Bangladesh.

Ethical Assurance for Protection of Human Rights

Describe in the space provided the justifications for conducting this research in human subjects. If the study needs observations on sick individuals, provide sufficient reasons for using them. Indicate how subject’s rights are protected and if there is any benefit or risk to each subject of the study.

This will be a survey on institution and does not involve enrollment of any patients. However the data collected from each institution will be kept confidential. The name of institutions will not be mentioned in final reports, however recommendation will be made to provide quality services including training of human resource, infrastructure and management. It will be ensured that no staffs providing information will be punished for providing any information. It has been discussed with the NSDP and it was agreed that data would be used for improvement of quality, and to assess the need for training but not for any types of punishment for service providers.
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 laboratory 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 judgment in assessing the “standard” length.                                                                       


References: 

1. Personal communication with the Line Director, ESP-Health and Director PHC, DG-HS, Bangladesh

2. Personal communication with Dr. Abu Jamil Faisel, Engender Health

3. Health Laboratory Services in support of Primary Health Care in South-East Asia, WHO Regional Publications, South-East Asia No. 24 Second edition

4. Discussion with NSDP personnel, Dhaka
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.


A comprehensive report will be prepared and a dissemination seminar will be organized to share the findings of the study with all concerned. Managers, administrators and policy makers will be invited in the seminar.  We will also meet with multinational organizations, such as WHO and UNICEF in order to disseminate our activities and findings through their international networks. It is also expected that a permanent committee will be established with the mandate to continue the evaluation of essential laboratory services and revise recommendations. 

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 survey will be conducted in collaboration with NSDP. ICDDR, B investigators and NSDP investigator’s will define the data collection tool and will conduct the data collection. The major responsibility of ICDRR, B will be getting ethical approval of the survey, development of questionnaire, indicator, recruitment of data collection staffs and collection of data. After completion of survey, ICDDR,B will be involved in data analysis, report writing and data dissemination process. 

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:


Motiur Rahman, M.D, PhD
2.
Present position:

Associate Scientist and Head RTI/STI Laboratory, Laboratory






Sciences Division (LSD)   

3.
Educational background:

Institution and location

Degree


Year

Field of study

Karolinska Institute, Stockholm,

PhD 


1997

Microbiology,

Sweden









Molecular Biology

Medical College Hospital,

MBBS


1986

Medicine, Surgery 

Rangpur, Bangladesh







Gynaecology

1. List of ongoing research protocols


(Start and end dates; and percentage of time)

4.1
As principal Investigator

	Protocol Number
	Starting date
	End date
	% time

	2002-008
	7/02
	6/05
	25%

	FHI-Service project
	1/04
	12/04
	10

	2003-035
	7/04
	09/05
	20%


As Co-rincipal Investigator

	Protocol Number
	Starting date
	End date
	% time

	HIV surveillance 
	01/04
	12/05
	20


Publications

	Types of publications
	Numbers

	a)  Original scientific papers in peer reviewed journals
	30

	b)  Peer reviewed articles and book chapters
	-

	c)  Papers in conference proceedings
	15

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

	e)  Working papers
	-

	f)  Monographs or books
	2


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

· Shamsun Nahar, Asish K. Mukhopadhyay, Rasel Khan, Mian Mashhud Ahmad, Simanti Datta, Santanu Chattopadhyay, Swapan Chandra Dhar, Safique Sarker, Lars Engstrand, Douglas E. Berg, G. Balakrish Nair, Motiur Rahman. (2004). Antimicrobial susceptibility of Helicobacter pylori strains isolated from Bangladesh. . J Clin Microbial. In press

· Rasel Khan, Shamsun Nahar, Jinath Sultana, Mian Mashhud Ahmad, Motiur Rahman. (2004). T2182C Mutation in 23S rRNA Associated with Clarithromycin Resistance in Helicobacter pylori Isolates from Bangladesh. Antimicrobial Agent & Chemotherapy In press.

· Mokhlasur Rahman, Inger Kühn, Motiur Rahman, Barbro Olsson-Liljequist, Roland Möllby (2004). Evaluation of a scanner assisted colorimetric MIC method for susceptibility testing of environmental Gram-negative fermentative bacteria. Applied and Environmental Microbiology 70(4): 2398-2404.

· Khairun Nessa, Shama-A-Waris, Zafar Sultan, Shirajum Monira, Maqsud Hossain, Shamsun Nahar, Habibur Rahman, Mahbub Alam, Pam Baatsen, Motiur Rahman (2004) Epidemiology and etiology of sexually transmitted infection among hotel based sex workers (HBSWs) in Bangladesh. J Clin Microbial. 42(2): 618-21

· Zafar Sultan, Shamsun Nahar, Bengt Wretlind, Emma Lindback and Motiur Rahman. (2004) Comparison of Mismatch Amplification Mutation Assay (MAMA) with DNA sequencing for characterization of fluoroquinolone resistance in N. gonorrhoeae. . J Clin Microbial. 42(2): 591-94.

· Motiur Rahman, Asish K. Mukhopadhyay, Shamsun Nahar, Simanti Datta , Mian Mashhud Ahmed, Safique Sarker, Ibna M. Masud, Lars Engstrand, M. John Albert, G. Balakrish Nairand  Douglas E. Berg. (2003). DNA level characterization of Helicobacter pylori strains from patients with overt disease and with benign infections in Bangladesh. J Clin Microbial  41(5): 2008-2014 

                                                                    APPENDIX

International Centre for Diarrhoeal Disease Research, Bangladesh

                                   Voluntary Consent Form


Title of the Research Project:  A baseline assessment of existing laboratory services in urban and rural Primary Health Care (PHC)/Essential Services Package (ESP) delivery facilities of partner NGO’s of NGO Service Delivery Program (NSDP) in Bangladesh

Principal Investigator: Motiur Rahman

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.


Not applicable 


Signature of Investigator/ or agents                                                                              Signature of Subject/ Guardian

 Date:                                                                                                                                   Date:

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.


The budget presented here represents a minimum estimation of the costs:

Personnel: Dr. David Sack will spend 5% of his time for 3 months in planning and advocacy phase of the study. Dr. Charles Larson will spend 5% of his time during the full project period. Dr. Motiur Rahman will spend 25% of his time during the project period and will be involved in proposal writing, supervision and monitoring of interview, data compiling and dissemination. We will recruit one study coordinator for implementation and coordination of the project activity and he will Lead one interview team. One medical officer (lead the second interview team) and two interviewers will be recruited for interviewing.     

Travel: We have budgeted for travel of one person to Geneva for discussion and approval of the guideline from WHO.Total 74 facilities will be assessed in different parts of the country. There will be 27 facilities in urban and rural Dhaka, 7 of which would be in Mymensingh. There will be 8 facilities in Chittagong, 5 in Sylhet, 13 in Rajshshi & Rangpur and in 15 in Jessore/Khulna area. Fourteen facilities are already having lab and those will be assesses in four days (one day for the laboratory and three days for prospective assessment) each. Two teams each comprising of two members will be engaged in the assessment activities. Total 176 assessment days will be required to complete the work. Approximately 80 travel days will be required to reach the facilities. Therefore, total 214 days and for two teams 107 days will be required for completion of the work if done without any gap. Considering 21 working days in a month total 5 months will be required. Assuming some unavoidable interruptions, we plan six months for the assessment activities. The team coordinator, Co-PIs and PIs will also make some monitoring and facilitating visits along with the data collectors.

General operating cost: We have budgeted 950 US $ for general operating cost including utilities, e-mail, telephone and other cost and US $ 100 for training of interviewer at ICDDR,B. One computer and USP was budgeted for data entry, analysis and communication.  

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)


1. RTI/STI service delivery to FHI-BWHC clinics for Hotel Based Sex Workers in Dhaka. US $ 26,000. (2004)

2. Molecular analysis of virulence genes of Helicobacter pylori and identification of genotypes associated with overt disease (gastro duodenal ulcer, non ulcer dyspepsia and gastric cancer) in Bangladeshi population. 120,000 (2002-2005)
3. Field evaluation of simple rapid tests in the diagnosis of syphilis US $ 48765 (2004-2005)

4. Molecular and biochemical analysis of intestinal microflora in severely malnourished children with cholera treated with oral rehydration solution with and without amylase resistant starch US $ 22910 (2004-2005).

5. Diagnostic services to HIV/STI surveillance project among men having sex with men (MSMs) in Kathmandu, Nepal (US $ 40, 811)

6. A comparison of two methods (Enhanced Syndromic Management and Periodic Presumptive Treatment) of systematic prevention and control of STIs among hotel based female sex workers in Dhaka, Bangladesh (2004-2006) FHI Dhaka (US $ 24213) and UNICEF (US $ 70,000).  



                           Check List: 

      After completing the protocol, please check that the  following selected items have been included.

1.  Face Sheet Included           X                 


2.  Approval of the Division Director on Face Sheet         X


3.  Certification and Signature of  PI on Face Sheet, #9 and #10       X


4.  Table on Contents    X

5. Project Summary      X


6.  Literature Cited      X


7. Biography of Investigators      X


8.  Ethical Assurance
    X


9.  Consent Forms            
    


10.  Detailed Budget                  X
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