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ROJECT 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  Nazmul Alam 

Project Name  HIV/AIDS Prevention Project: Brothel Based Sex Workers in Bangladesh.

Total Budget                                                              Beginning Date                                       Ending Date

US$ 90,659 (for ICDDR,B part)
01/08/2004
30/05/2005


Bangladesh is one of the most vulnerable countries to afford social and economic impact of an HIV/AIDS epidemic because of its low socio-economic status. While national data currently indicate very low rates of HIV (0.3 – 0.5 among brothel based sex workers), all the ingredients of a potential epidemic are prevalent in the country. The emerging challenge is to keep HIV/AIDS prevalence rates low among those with risk behaviours and the general population. Within this context, a project proposal has been developed from Bangladesh Women's Health Coalition (BWHC) and three other organisations – Population Service & Training Centre (PSTC), ICDDR’B: Centre for Health and Population Research and Community Health Care Project (CHCP) for their participation in implementation of HIV/AIDS Prevention Project (HAPP): procurement of NGO service for Brothel Based Sex Worker’s package solicited by the UNICEF on behalf of the Government of Bangladesh.  

A recent mapping study by the Family Health International mentioned that the development of adequate HIV prevention programmes for brothel based sex workers in Bangladesh remains inadequate. There are wide gaps in coverage of brothels with relevant service and skills by NGOs. It is therefore important to formulate an integrated, more culturally & context specific intervention package for brothels in Bangladesh. 

While designing this proposal a conceptual understanding is made that no duplication of services will be encouraged. In light of that it is decided that a mini project office will either be established in each targeted brothel site or if available by other NGOs, collaboration will be made to remodel that set-up as per project standard. According to the agreement with the UNICEF, this package under this consortium will be implemented in 8 brothels under Dhaka and Barishal divisions covering approximately 3000 sex workers, through a three prong service delivery approaches: a) Clinic based prevention approaches, b) community based BCC approaches c) establishing effective referral linkages with respective NGOs. 

BWHC, being the lead organisation will be primarily responsible for overall implementation of this project. As a partner of this consortium, ICDDR,B will be responsible to conduct base line and follow up surveys as part of programme evaluation activities and quarterly censuses to assess in and out migration rates of sex workers in the selected brothels, while the other three NGOs will be responsible for implementation of the intervention programmes.  

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


Name                                                                Professional Discipline/ Specialty                Role in the Project


1. 1. Mr. Nazmul Alam


Public Health Researcher


PI

2. Dr. Mahbub Elahi Chowdhury

Epidemiologist/Statistician


Co-PI

3. Dr. Tasnim Azim 


Virologist



Co-investigator

4. Dr. Motiur Rahman


Microbiologist



Co-investigator

5. Dr. Peter K. Streatfield 


Demographer/Senior Scientist

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.


This service oriented intervention project is not explicitly aimed to test any hypothesis. 

Specific Aims:


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

ICDDR,B component (described in page 18) of this intervention project  will be implemented to achieve the following specific objectives: 

· To monitor in and out migration rates of SWs in brothels through quarterly surveillances in the brothels.
· To assess the impact of intervention programmes among SWs through baseline and follow up surveys as part of the programme review exercises.

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).

                                                                                                                                                                                    

HIV/AIDS is a global crisis and one of the most formidable challenges to human life and dignity that the world has ever faced. Many scientific studies have shown that heterosexual transmission remains the major mode of transmission of HIV in the developing countries including Bangladesh, where the role of sex workers for both vulnerability and susceptibility to HIV infection is highlighted. According to the 4th round national sero-surveillance, HIV infection is about to appear as a concentrated epidemic among injecting drug users (4.0%) and found circulating among other risk groups including sex workers (NASP, 2003). Several studies indicated that the existence of risk behaviours and other risk factors for STI/HIV is very high among sex workers in Bangladesh (Sarker 1998, Rahman 2000, Gibney 2001, NASP 2003) those risk factors included low knowledge of disease transmission, low risk perception, low condom use, less care seeking for reproductive tract infections and high prevalence of curable STIs. Several scientific studies indicated that the STI prevalence is highest among sex workers (up to 60% ever had syphilis, 18% gonorrhoea and 20% Chlamydial infection) in Bangladesh (Sarker 1998, Rahman 2000). 

Sex workers in brothels are particularly vulnerable to practice high-risk behaviours for HIV/AIDS because of their limited economic options, limited access to health care, and gender based discriminations. The average number of clients that a sex worker encounters in Bangladesh is the highest in Asia. On average one sex worker in a brothel entertains 19 clients per week, and 38% of them have more than 20 clients per week (Jenkins 2002). On the other hand condom use among these SWs remain very low, according to the 4th round behavioural surveillance only 2% of the sex SW consistently used condoms during the last week (NASP, 2003). In this context it is urgent to have massive and quality comprehensive interventions in the existing brothels.  However, a recent mapping study by the FHI-Impact, 2003 mentioned that the development of adequate HIV prevention programs for brothel sex workers in Bangladesh remains inadequate. There are wide gaps in coverage of brothels with relevant services, where in some cases NGOs have begun work but suffer from relevant skills for working with the brothel community. For resource poor settings RTI/STI management often rely on syndromic management however, recently completed studies indicated that as much as 50 % of STI cases are asymptomtic and this reduces the sensitivity and specificity of syndromic management even in high-risk women (Bogaerts 1999, Nessa 2001), inadequate skills of providers further undermine effectiveness of this approach. In addition, most of the strategies taken by different NGOs to prevent the spread of HIV have limited options - often aimed to alter the behaviour of sex workers, and failed to take into account the societal and contextual factors that determine vulnerability (Ngugi 1996, Jana 1998, Ford 2002, Robinson 2002). 

A high expectation is put on the sex workers for persistent condom use. But in reality sex workers are either not empowered to negotiate for condom use with their client or condom availability is not smooth and regular in these brothels. On the other hand, the increasing trend of sex workers' requesting clients to use condoms or even having a condom in their possession during has found to have no correlation to the proportion of actual condom use during each act of sexual intercourse (MAP, 2001). Condom use is a social behavior and probably one of the most ambiguous behaviors, since it takes place between at least two persons with an unequal distribution of power including physical, mental, social, economic, gender relations, and acquired knowledge. Therefore, knowledge of condoms and their consistent use is not a straightforward calculation (Khan 2003). Again, sex workers are often under threat of harassment from law enforcement agencies and local miscreants in the society. Unfortunately, neither coordinated program nor policies for the growing number of infected and affected people, including PLWA and their families, are in place. An overall comprehensive communication and advocacy strategy is lacking. In order to ensure a comprehensive and complete care i.e. Prevention, Care & Support, it requires immediate, and focused attention. 

It is observed that sex workers are mobile in nature adding to the difficulty in establishing a sustainable and impact oriented intervention programs (Ford 2002). One study conducted in Bali Indonesia reported to have about half of the sex workers in each survey round. In order to ensure long-term and sustainable protection from STI/HIV/AIDS and other areas mentioned above, Bangladesh requires developing a holistic coordinated approach, which needs to be promoted through a concerted effort. In this regard, adequate monitoring and evaluation is crucial to formulate a sustained and effective intervention programs, which can move beyond just counting the numbers of condoms distributed, and, numbers of sex workers covered in the programs.

Within this context, this project proposal has been developed from the Bangladesh Women's Health Coalition (BWHC) and three other organisations : ICDDR’B: Centre for Health and Population Research, Population Service & Training Centre (PSTC), and Community Health Care Project (CHCP) for implementation of HIV/AIDS Prevention Project (HAPP): procurement of NGO service for Brothel Based Sex Worker’s package solicited by the UNICEF on behalf of the Government of Bangladesh. According to the terms of agreement ICDDR,B will be responsible to conduct baseline and follow-up surveys among a sub sample of sex workers as part of programme evaluation activities and quarterly census to assess in and out migration rates of sex workers in the selected brothels, while the other three NGOs will be responsible for implementation of the intervention programmes.   
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). 


Project design: 

This will be an intervention study to implement HIV/AIDS prevention intervention activities among the target population. 

Primary target population: Approximately 3000 brothel based Female Sex Workers at 8 established brothels in Bangladesh:

	Sl #
	Name of Brothel
	Location/Address
	Approximate # of Sex Workers

	1
	Tangail
	Tangail
	640

	2
	Patuakhali
	Patuakhali
	85

	3
	Dauladia
	Dauladia
	960

	4
	Ganginapar
	Mymensingh
	265

	5
	Rani Bazar
	Jamalpur
	225

	6
	Rothkhola
	Faridpur
	270

	7
	CNB Ghat
	Faridpur
	210

	8
	Madaripur
	Puran bazar
	310

	
	Total :
	
	2,965


Secondary target population: Clients of the sex workers, brothel gatekeepers, children of sex workers, HIV positive people, Shonghoti members, Legal Aid organizations. 

Inputs: List of deliverables from the four partner organisations are listed below: 

	Inputs
	Organization

	Advocacy with brothel power structure, gate keepers and STI/AIDS Network
	BWHC, PSTC, CHCP

	Clinic based RTI/STI management and counselling services
	BWHC, PSTC, CHCP

	Community Mobilization and BCC initiatives
	BWHC, PSTC, CHCP

	Quality assurance
	BWHC, PSTC, CHCP

	Arrangement of training faculty, venue, training Aid
	BWHC, PSTC

	MIS support and report writing*
	BWHC, ICDDR,B

	Computerized Accounting System
	BWHC

	Availability of HIV/AIDS BCC materials 
	ACC of HAPP:UNICEF

	Condom supply
	UNICEF

	Programme evaluation (Census and surveys)*
	ICDDR,B


* Areas of ICDDR,B involvement

Description of intervention activities:
The project will make necessary efforts to implement a comprehensive HIV/AIDS prevention programme in the selected brothels to cover broadly the area of Advocacy, Prevention and Care & support. It is expected that, almost all of the brothels in Bangladesh be covered by NGOs/CBOs activities. But this does not necessarily mean that their services are comprehensive enough to cover necessary components in advocacy, prevention and clinical care issues. This project will systematically assess existing HIV/AIDS related activities and initiate necessary collaborations with existing NGO/s while implementing project programmes. 

Advocacy:

AIDS prevention does not stand by itself. Creating an enabling environment is crucial and should be the logical component of AIDS prevention programmes. The project will make all sincere effort to create an enabling environment for implementation of the project activities in brothel sites and for SWs to practice safer sex free from fear, stigma and discrimination. Advocacy will be conducted at two levels: Local and national level. 1. During the beginning, the project will organise a day long workshop in each brothel sites for the local government and NGOs/CBOs representatives to describe project objectives and planned intervention activities and seek their advice for proper implementation of the activities. 2. A separate 2-3 days orientation programmes will be organised in each brothel sites to sensitise brothel stakeholders (community leaders, brothel owners, sardarnees, SW representatives) on HIV/AIDS, human rights and gender issues. The project will organise a daylong workshop for the local journalist to describe the project and prepare press kit for them to cover project activities and success stories. 3. The project will initiate to organise national level workshop, dissemination seminar or undertake any other advocacy strategies in consultation with UNICEF and NASP.

The project will make effort to form an advocacy committee coordinated by Advocacy Initiator in each brothel site with representative from relevant groups including project personnel. This committee will be responsible for any crisis management that might occur during the project implementation. 

Prevention:
The project will give due emphasis on RTI/STI management and behaviour change communication (BCC) efforts as part of the prevention campaign:

Functioning of mini clinics: 

A mini comprehensive health centre will be operated within the brothel vicinity. It will have two wing: clinic based and brothel community intervention. Clinic component will cover management of STIs, quality counselling, basic laboratory service, condom promotion, basic child health care. Community component will address BCC, Empowerment issue and advocacy with the brothel gatekeepers. 

Communication interventions and BCC material development:

Communication is considered one of the most important components in the fight against HIV/AIDS. As prevention is the most effective strategy for the control of HIV/AIDS, it becomes imperative to strengthen communication efforts that will not only raise awareness levels but also bring out behaviour change. In this project communication interventions have been planned in such a way that target audience and community people will be informed and motivated as well as maintained healthy practices and life skills. 

This project will utilise communication materials in coordination with the Advocacy and communication component (ACC) of the HAPP: UNICEF. According to the strategic plan, Bangladesh Center for Communication Programs (BCCP) in consultation with the Johns Hopkins University will develop and coordinate BCC materials for all of the five packages of the HAPP. These materials will include leaflet: introducing project objectives and activities, Poster: introducing project objectives and activities, Brochure: HIV/AIDS transmission, prevention, condom promotion, safer sex, Banner: HIV/AIDS transmission, prevention, condom promotion, safer sex, Audio Cassette: HIV/AIDS transmission, prevention, condom promotion, safer sex, Video Cassette: HIV/AIDS transmission, prevention, condom, Cinema Slide: HIV/AIDS transmission, prevention, condom promotion, safer sex, TV Drama/ Serial/Film: HIV/AIDS transmission, prevention, condom promotion, safer sex, Billboard: HIV/AIDS transmission, prevention, condom promotion, safer sex. The project will arrange cultural programs and child events/ tournament in the brothel communities. 

Peer approach: 

A group of voluntary peer promoter will be selected from sex workers in each brothel. Selection criteria will include education, duration of stay in particular brothel and acceptability among SWs. Intensive training will be provided for the peer promoters and their role will be clearly defined. Basically peer promoter will meet SW in person or in a group to promote safer sex issues and importance of care seeking along with messages from brochures and flipcharts. 

Promote SW’s empowerment issues:

This project will contribute to organise SWs to raise their voice against any discrimination and harassment they might face. The project will support any existing activities on building skills of SW for alternative earnings. Videos on condom negotiation skills will be procured and group show will be arranged periodically to improve negotiation skills among the SWs. 

Condom promotion and availability:

Condom will be promoted through the mini-clinics, BCC communicators and Peer Educators. Condom supply will be ensured by the UNICEF. 

Sexually transmitted infection management

· Conduct brothel visits and meetings to explore availability of STI service and staff training to ensure quality STI/RTI management

· Provide syndromic management of STIs with trained clinical staff along with quality STI/HIV counselling services at the project clinics. 

· Ensure regular and smooth supply of medicine and other logistics

· Link with the laboratory support 

Major constraints and challenges:

· Brothel eviction is the major risk that threatens the sustainability of project activities. However, a strategic, determined and clear advocacy approach with the key stakeholders might deter the eviction effort. 

· Negative influence of the local power structure: The brothel regulatory environment will be sufficiently engaged in project activities.  

· Political instability: Continued impasse among political parties and the gradual increasing risk of further deterioration of law and order pose a risk. 

· Time constraint: too many activities have to accomplish with in the span of 11 months time period.

Sustainability in terms of capacities and commitments of implementing partners including advocacy groups will be greatly enhanced and secured with the followings:

· Stakeholder Engagement: A powerful strategic design of this project is that it put lots of emphasis and energies on advocacy work. Through capacity building at multiple levels key stakeholders will become more skilful in networking, advocacy, documentation and accessing funding sources for their future activities.  Primary and secondary target population will be competent to involve in managing, conducting evaluation and monitoring the process.   

· Conceptual, practical and innovative information and materials will be produced, disseminated and promoted on critical issues. These will be increasingly used and valued by government, key NGOs, the UNAIDS, and other stakeholders who are advocating for innovative and effective changes in HAPP. 

Monitoring:

Implementation of the project activities and subsequent progresses will be strictly monitored and evaluated through out the project period by a set of well-defined indicators. These indicators will grossly cover the level of project input, process and outcome. Process indicators will be monitored from various data sources including service register, programme flowcharts and periodic reports. Necessary corrective measures will be undertaken to steer the project activities in fulfilling its goal based on programme performance report delivered quarterly. Special survey will be conducted among a subset of SWs at baseline and after nine months of the programme implementation to collect behavioural and biomedical information as a tool to monitor outcome and impact of this intervention. The following generic indicators will be taken into special consideration for programme monitoring purposes.

Selected indicators for programme monitoring and evaluation.

	Indicators
	Data sources

	Input 
	

	Staff recruited for advocacy, prevention and care & support services 
	Joining reports

	Mini clinic set up done and made operational
	Clinic register

	Peer volunteer recruited and trained
	Service register

	MIS tolls are developed 
	Periodic report

	Process indicators
	

	Number of meeting conducted with local brothel gate keepers, stakeholders and with other forum
	Register book maintained by advocacy team

	Number of brochure/leaflet, poster another IEC material produced and distributed. 
	BCC register

	Number of condom distributed and used
	BCC register

	Number of staff training conducted  
	Training register 

	Number of peer educator trained and number of SW they reached
	Training register 

	Number of SW receiving RTI/STI care from project clinic
	Clinic register

	Number of women participated VCT and % of them tested for HIV
	Clinic register

	Number of life skill session conducted for SW and % of them attended
	Training register

	Outcome indicators
	

	Increased HIV/AIDS & STI knowledge among SWs
	Survey data

	Increased proportion of SWs and clients reported to use   condom consistently and correctly 
	Survey data

	Condom negotiation skills increased among SWs
	Survey data

	Risk perception for HIV/AIDS increased
	Survey data

	Prevalence of STIs (gonorrhea, chlamydial infection and syphilis and trichomoniasis) decreased.
	Laboratory results


Implementation plan: 

The consortium partners have project office with in the short distance of certain brothels, which will be extensively used to extend the project implementation, management, conflict resolution and supportive supervision from these locations (please see the relevant document in annex). This package has the following strategic components to accomplish the stated objectives:

· Essential health service package

· Syndromic management of STIs with necessary counselling 

· Care & support

· Behaviour change communication

· Advocacy & Networking

· Establish effective referral linkage

This package will be implemented through a three prong service delivery approach: a) Clinic based prevention approach, b) community based BCC approach c) establishing effective referral linkage with respective NGOs with care and support components. All these activities will be implemented through a mini clinic where the first three components of this package will be ensured. Community intervention will support the BCC components and for care & support effective referral network will be established.  

The overall implementation plan is designed with a two-fold conceptual understanding: a) the project has to intervene in a manner which can fulfil the objectives without disturbing the existing balance of power structure; b) duplication of services will be avoided meaning, where certain NGO/s will be found working, a collaborative mechanism will be approached with the potential NGO partners. 

Program Management

A two-tier management structure will be directly responsible for the implementation of the project activities. At central level, a project management team comprising of Team Leader, Associate Team Leader, Coordinator – Finance & Accounts, Coordinator - Training & Communication, and Coordinator Monitoring and Supervision will be directly responsible to oversee the respective activities of the proposed activities. Two Program Officer, and one MIS officer will further support this team. The members of this core team will be deputed from the respective consortium partners with 90 % time allocation. A set of staff will be recruited for implementing the project activities at local level. The office of the project management team at central level will be located at BWHC. Both the financial and program management support will be extended from this office. The project will rent and equipped one field office cum clinic at each of the brothel sites and one uniform management team to be housed at each of the brothel sites to implement intervention activities. 

Quality Control plan:

One of the major mandates of this intervention programme is to ensure quality services. Quality of the services will be maintained through careful design of the interventions and strict supervision during its implementation. Whole programme will be implemented under guidance of a project management team, where each of the four coordinators (Training and BCC, Advocacy, and monitoring and evaluation) will be responsible for the respective 

Census and surveys to be conducted by the ICDDR,B
Counting of sex workers in selected brothels:

In order to monitoring in and out migration rates of the sex workers in selected brothels, the project will conduct periodic censuses in the selected brothels to list each of the sex-workers with minimum of socio-demographic information but maintaining anonymity. Information of temporary or permanent departure with destination as well as any new arrival of SWs with origin will be systematically recorded. This exercise of listing sex workers will be repeated quarterly throughout the project period to allow us to have information on turnover rates of SW in the targeted brothels and allow database for survey sampling.

At the beginning of initial census, physical area of each brothel site will be demarcated and each of the room in the brothel will be identified and numbered. Counting of sex workers will be done using de facto method. Only the sex workers present during the last night in their room will be enlisted during each census. Each of the sex workers will be given an ID number in a card for them to keep and show during the next round. Information to be collected from each sex workers will include age, duration of stay in this brothel, from where she has come to this brothel (previous brothel or other area etc..), if she plan to leave where she plan to go. All this information will be computerised centrally in ICDDR,B and linked with MIS data set for further analysis. 

Baseline and follow-up surveys:

A base line and a follow-up surveys will be conducted by the ICDDR,B among an estimated sub-sample of sex workers to understand effectiveness and impact of the intervention activities. 

Sample size:

As the prevalence of HIV infection is expected to be very low among our target population, required sample size is calculated based on consistent condom use rate among BBSWs because, this is considered as one of the major contributing factor to limit the HIV infection rate. Considering the current consistent condom use rate of 2% among the brothel-based SWs (as reported in 4th round national HIV behavioural surveillance), the minimum of 602 SWs need to be interviewed seeking 1% absolute precision with 95% CI for small population size (approx. 3000). Inflating the sample size for 20% non-response then approximately ~750 SWs will be selected at baseline. We expect that the planned intervention will increase consistent condom use rates among the sex workers in brothels. If we estimate that the consistent condom use rates increase from 2% to 10% by the end of this 11 months project, then the estimated sample size for the follow up survey is calculated to be 671, given 2% absolute precision with 95% CI. Inflating the sample size for 20% non-response then approximately 800 SWs will be selected at follow-up survey. Both at baseline and follow-up survey, the SWs will be selected by Systematic Random Sampling method from the sampling frame to be available from updated census of the brothels taking consideration of number of sex workers in each brothel. 

Data collection method:

Quantitative data will be collected by face to face interview method using structured questionnaire and form laboratory investigations of biological specimens for selected STIs, while the census data will be collected using structured listing forms. Selected SWs will be asked to come over to the project clinics, to have their physical examination done by female para-medical staff, to provide biological specimens and to have a face to face interview upon getting their formal consent. 

For each survey, 6 female interviewers and one supervisor will be recruited to conduct interview sessions. The quality of data will be assured by field level scrutiny of every completed interview script and through regular visits by investigators from ICDDR,B. The supervisor will review each form for missing information or inconsistency and when necessary arrange a revisit by the interviewer if necessary. The collected data will be sent to ICDDR,B Dhaka office where all the forms will be computerized by experienced date entry operators after editing and coding. All the data will be double entered and will be validated for any inconsistency.

Clinical Examination:

At the clinic, a trained female paramedical staff will conduct physical examination of the study subjects along with speculum based gynaecological check-up. Physical check-up will be done in a confined room in the respective clinic maintaining privacy. Clinical diagnosis of RTIs/STIs will be based on the WHO syndromic approach, later adapted and modified by MOH&FP and National Integrated Population and Health Programme (NIPHP) titled “Technical standard and service delivery protocol for management of RTI/STD”. Respective paramedic will collect biological samples for laboratory investigations. Clinical diagnosis will be linked with etiologic findings in laboratory and patient’s treatment regime will then be altered accordingly, if necessary. There will have some odds cases those are not clinically positive but found infected with any STI pathogen during laboratory diagnosis. In those cases, effort will be made to provide full treatment according to the clinician’s advice by locating them in the brothel. 

Laboratory Investigations:
A 5-cc venous blood specimen will be collected by single-use syringe from all participants and separated serum will be used to test HIV and syphilitic infection. HIV test will be done from sub-sets of serum specimen once it is unlinked and anonymous. Cervical swab specimen will be collected to test for Chlamydia and Gonorrhoea. Culture and microscopy will be done to diagnose Trichomonas vaginalis (TV). All laboratory specimens will be stored immediately at –200C for further testing and will transported to the ICDDR,B laboratory in batches. Laboratory tests will be conducted in Laboratory Sciences Division of ICDDR, B.

Lab test schedule:

	Organism
	Specimen

	1. N. gonorrhoeae
	Cervical swab 
	Polymerase chain reaction (PCR) 

	2. C. trachomatis
	Cervical swab 
	PCR

	3. T. pallidum
	Blood
	RPR & TPHA

	4. HIV*
	Blood
	ELISA and WB

	5. HSV-2
	Blood
	ELISA

	6.  T. vaginalis
	Vaginal swab
	Microscopy/ Culture

	7. Bacterial vaginosis 
	High vaginal swab
	Microscopy


* HIV test will be done from serum specimens maintaining unlink and anonymous procedure.  

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 project will establish mini clinic or collaborate with existing clinic at each brothel site. The clinics sites will be based for conducting clinic based and outreach activities and for collecting biological specimens for laboratory investigations to be conducted at the ICDDR,B during baseline and follow up surveys.   

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).


Data entry and analysis program:
Routine MIS data will be computerized by the BWHC and will be used for periodic report writing. The data to be collected from census and surveys will be sent to ICDDR,B, Dhaka office and computerized by experienced date entry operators after necessary editing and coding. A code plan will be developed for proper documentation of data. A data entry programme (either in FoxPro or in SPSS which ever is convenient) with online error checking provisions will be developed. Data will be analyzed in SPSS Version 11.0.

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.

Apparently no physical risk is involved for the study subjects to participate in this study. The participant’s will however, expected to provide biological specimens for laboratory investigations and information related to their sexual and reproductive behaviours. Name, address or any other personal identification of the study subjects will not be recorded in the questionnaire. Signature or thumb impression will be not be taken in the consent form while only verbal consent will be taken to maintain anonymity in the questionnaire, this is mainly to reduce possible reporting biases associated with reporting sexual behaviours, while those information are considered very important for this study.   However, the paramedic will record name, age and a unique ID number in the clinic register for each participating subject. Same ID number will be used in the questionnaire and the laboratory specimens to link the subjects for additional treatment purposes, if needed. Strict confidentiality will be maintained for information from personal interviews and test results from specimens. A sub-sample of serum specimen will be tested for HIV and that will unlinked from any identities of the subject and thus will be anonymous. 

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.


N/A
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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.


Collected data will be analysed to assess performance and impact of the intervention programme for brothel sex workers. Project findings will be presented before relevant audience in a national workshop to be arranged by the UNICEF immediately after completion of the project. A project final report will be delivered to the UNICEF, the donor of the study. Experiences and recommendations of the project will help refining intervention programme for HIV high-risk groups in Bangladesh. Paper manuscript/s will also be published in scientific journal/s.

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 intervention project developed under formation of a consortium of four partners (BWHC, ICDDR,B, PSTC, CHCP) through a Memorandum of Understanding (MoU) duly signed by the Executive Directors of the respective organizations. According to the terms and conditions, ICDDR,B will undertake monitoring and evaluation component of the project.

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.


See appendix-3 
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.


Budget for ICDDR,B component is US $90,659 while the total project budget is US $3,72,881. For ICDDR,B part major budget involvement is with salary support and cost for testing biological specimens for selected STIs. A certain amount of money is also allocated for local transport and travel related allowances for the project staff including investigators. There is no major purchase proposed for the project.

                           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                 (
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