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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: P. Kim Streatfield, Head, Health and Demographic Surveillance Unit

Project Name: Evaluation of partner notification for sexually transmitted infections among service providers in Bangladesh
Total Budget: USD 1,02,328           Beginning Date: 1.04.2006                  Ending Date: 30.06.2007



Among the steps of management of sexually transmitted infections (STIs), partner notification and management is often difficult to implement though it is known that timely referral and treatment of sex partners of infected clients cures or improve quality of life of sex partners prevent reinfection of the index patient and therefore further spread of STIs throughout the community. In Bangladesh, current practices of partner notification and management for STI case management both in government and non-government settings has not been explored. Though it is known that index patient plays a crucial role in all approaches of partner notification and management, there are several socio-cultural, structural, and behavioral factors that influence partner notification and management. These demand side perspectives in relation with partner notification and management have never been documented in Bangladesh. 

Therefore this study aims to determine existing STI management practices among government hospitals and health centers, non-government health centers of Bangladesh, explore partner notification and management practices among health service providers of the said health service points, as a component of management of STIs, understand socio-cultural, structural and behavioral factors facilitating or hindering partner notification and management among the STI clients, develop and implement standard partner notification and management  strategies in selected government hospitals and health centers, non-government health centers of Bangladesh, investigate effectiveness of standard partner notification and management strategies in reaching partners of STI clients and recommend strategies/interventions for improving partner notification and management practices for management and control of STIs.

The study will be conducted at Dhaka and Chittagong City Corporation area in 2 phases. Phase I will be implemented during the first 3 months of the project, and phase II during the last 12 months of the project. During phase I, a formative research will be carried out at different types of health service points (Government and NGO) involved with management of STIs to identify existing practices of STI management. Service providers’ perspectives and practices on the different components of STI case management will also be explored.   The clients’ perspectives on factors influencing health seeking behavior, and partner management and will also be explored. 
During phase II a randomized trial will be designed and implemented in 6 NGO clinics, and 3 government hospitals.  In each setting 638 clients will be recruited for the study and index patient will be the unit for randomization.  Each index patient diagnosed with any type of STIs will be randomly assigned for any of the two partner notification approaches i.e. client oriented partner notification and management and combination of partner/provider oriented approach for partner notification and management. During this phase effectiveness of the approaches will also be determined.

This study can be linked with 1 of the priorities of reproductive health programme of ICDDR,B i.e. improve surveillance, prevention and management of sexually transmitted and reproductive tract infections. As an international research organization, ICDDR,B closely collaborates with national, regional and international institutions and that creates an opportunity to disseminate findings from the study and influence policy in relation with management of STIs in Bangladesh.
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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.


The study will test the following hypothesis:

Combination of client and provider oriented approach of partner notification and management is more effective in reaching partners of STI clients compared to client-oriented approach of partner notification and management.
Specific Aims:


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


1. To determine existing STI management practices among government hospitals and non-government clinics of Bangladesh

2. To explore partner notification and management practices among health service providers of the said health service points, as a component of management of STIs

3. To understand socio-cultural, structural and behavioral factors facilitating or hindering partner notification and management among the STI clients
4. To develop and implement standard partner notification and management strategies in selected government hospitals and non-government health centers of Bangladesh

5. To investigate effectiveness of standard partner notification and management strategies in reaching partners of STI clients
6. To recommend strategies/interventions for improving partner notification and management practices for management and control of STIs
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).

                                                                                                                                                                                          

Sexually transmitted infections (STIs) are major public health problems all over the world and rank among the leading causes of illness in many countries [1,2]. The World Health Organization (WHO) estimates that there are approximately 340 million incident cases of the five main curable STIs (Gonorrhea, Chlamydial infection, Syphilis, Chancroid and Trichomoniasis) every year, with 85 percent in resource-constrained countries.

More than 30 separate infections caused by different organisms are classified as STIs. [3]. STIs are caused by bacterial, parasitic, or viral pathogens. Some of the more common pathogens are Chlamydia trachomatis, Neisseria gonorrhoea, Treponema pallidum, Trichomonas vaginalis, Herpes Simplex Virus 2 (HSV 2), Human Papilloma Virus (HPV), Hepatitis B Virus (HBV), and Human Immunodeficiency Virus (HIV). Bacterial and parasitic STIs, such as C. trachomatis, N. gonorrhoea, H. ducreyi, and T. pallidum are curable with antibiotics. Conversely, viral infections, such as HBV, HSV-2, HPV, and HIV, cannot be cured, although their complications can usually be minimized [4]. These infections can be transmitted during unprotected penetrative sexual intercourse (vaginal, anal, and oral intercourse) with an infected partner. Other modes of transmission include blood transfusion, sharing of sharp-cutting instruments, and vertical transmission from mother to child. 

In the past 2 decades, there has been an increased interest for the control and management of STIs especially in the resource-poor countries. This is largely a result of the HIV epidemic. Earlier reports of an association between the classical STIs and HIV infection have now been supplemented by virological studies showing that current STIs increase levels of HIV in genital secretions. [5] It has also been demonstrated that treatment of bacterial STIs can reduce HIV genital shedding in individual patients [6]. A community-randomized trial in the Mwanza Region of Tanzania revealed that improved clinical services for STIs could significantly reduce the incidence of HIV infection in resource-constrained countries [7]. 

The Joint United Nations Programme on HIV/IDS (UNAIDS) and WHO have also recommended that high priority should be given to the development of STI control programs Treatment of symptomatic STI has also been recommended as a key strategy for HIV prevention.
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Figure-1: Model of intervention strategy for STI control [8]
[image: image1.wmf]
Prevention and control of STI is not a straightforward task as shown in the epidimio-biological model of intervention strategy for STI control (Figure-1). Despite of difficulties and challenges, STI case management has become an important step in the intervention strategies for prevention and control of STIs in any community.  A comprehensive programme on STI case management is aimed to provide appropriate antimicrobial treatment to cure and decrease infectivity, reduce risk-taking behavior, and ensure that sexual partners are appropriately treated to break transmission and prevent complications. It includes the following components: 

1. History taking and examination

2. Identification of the STI

3. Effective antimicrobial treatment for the STI

4. Educating and counseling the patient on nature of infection, mode of transmission of infection, adherence to prescribed treatment, risk reduction, proper use of condom

5. Condom promotion and supply

6. Partner notification and management
7. Clinical follow-up to assess treatment outcome [8]

As the steps suggest, implementing STI case management has many challenges to deal with. It is noted throughout the world that a significant percentage of population suffering from STIs are asymptomatic and do not seek any treatment. Many of the symptomatic people do not seek care as well, and even if they seek care, many of them go to a health service provider, not qualified to provide appropriate treatment. Compliance with drugs and advice also remained as a key challenge to overcome. The following figure shows some of the challenges of STI case management among the women from Africa:
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Figure-2: Intervention strategies: Operational model for STI management [8]

[image: image2.wmf]
Among the steps of management of STIs, partner notification and management, a crucial component of STI management is an area needing urgent attention. Partner notification and management is often difficult to implement though it is known that timely referral and treatment of sex partners of infected clients cure or improve quality of life of sex partners, prevent reinfection of the index patient and therefore further spread of STIs throughout the community. Several approaches for partner notification and management have been tried. Along with partner notification, WHO recommends that epidemiological treatment (i.e. treatment of the partner for same diseases, of the index patients) should be given to all sexual partners. Successful management of partners is also linked with other components of STI management both in case of index patients, and partners. [9]
Role of partner notification and management as a component of the management of STI:
Contacting or notifying sexual partners of STI patients, persuading them to present themselves to a site offering STI services and treating them—promptly and effectively—is an essential part of any STI control program, and an integral part of comprehensive STI management.

Partner notification is intended to:

· Notify partners at risk to protect the uninfected and decrease transmission among the infected.

· Avoid re-infection of the index case and interrupt the chain of transmission to the community.

· Reduce the asymptomatic STI reservoir in the population.

Therefore, partner notification (also referred to as contact tracing) is an attempt to prevent reinfection of the index patient, treat infected partners, and reduce the burden of infection in the community. As mentioned earlier, it is an important component of any STI program, but it also is one of the most difficult. The stigma associated with having an STI can lead to delays in seeking treatment and failure to notify sexual partners [10]. Either the client or the provider (or both) can contact the partner [11] but few developing country programs have the resources to carry out provider referral activities. The willingness and ability of health care providers to initiate partner notification is paramount to the success of this approach [12]. A study in Kenya found that the 
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majority of providers promoted contact treatment, but few clients were given contact cards to facilitate partner referral [13].  In South Africa, use of a video to educate clients in a public health clinic waiting area about the importance of partner notification could be cost-effective and acceptable [14]. 

Men and women are influenced by different factors in referring their partners for treatment [15]. Some studies suggest that women being treated for STIs are more likely to refer their partners than are men [16,17] and that concern for the unborn child may contribute to the success of referral in an antenatal setting [18]. Men and women are more likely to refer steady partners than casual partners [19,17].  Providing patients with medication to give to their partners can be effective, and offers an alternative to patient referral [20,15]. A 2001 WHO Reproductive Health Library review of 11 randomized controlled studies on strategies for partner notification for STIs found some evidence that provider referral, or the choice of provider or patient referral results in more clients presenting for medical treatment than patient referral alone [14]. Counseling STI patients on their diagnosis, the mode of transmission and the need to treat all partners is an important part of partner notification [21].  Recent studies suggest that analysis of social networks, and not just partner notification, can help identify geographic clusters of individuals important to the transmission of STIs [22]. 

In establishing a referral system, each program must consider its patient population, the syndromes and diseases identified in the patients, the overall STI prevalence in the community, and the availability of laboratory diagnosis [23]. It is also found from some studies that due to the lack of specificity of STI diagnoses in many resource-poor settings, partner notification may not be effective [24]. 

Current situation of STI in Bangladesh:

Routine surveillance for STIs is not conducted in Bangladesh, little is known about the epidemiology of STIs in the country. Most data on STIs originate from small studies of selected populations including men and women practicing high-risk sexual behaviors in urban slums, and sex-trade settings. Few studies were also conducted among general population in urban and rural areas. A snapshot of information from currently available studies is given below:

- A population based survey in rural Bangladesh found a moderate prevalence of endogenous infections among women: Bacterial Vaginosis (5.9%), Candidiasis (6.7%). The prevalence of STIs was low, 3% of married women having a current infection (including 1% with Chlamydial infection, or Gonorrhoea). The study also found that 1% of men had either Chlamydial infection or recent/untreated syphilis infection. The study also concluded that the maximum likely prevalence of any current treatable STI in men to be 3.5% [25]. 

- One study by CARE-Bangladesh [26] found that 28.0% of brothel sex workers suffer from Gonorrhoea or Chlamydiasis. Another study [27] found prevalence of Chlamydiasis among street and hotel sex workers 25.0% and 43.5%% respectively. The same study found prevalence of gonorrhea among street and hotel sex workers 35.5% and 35.8% respectively.
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- Another study conducted among married women in Dhaka, found that overall prevalence rate of N gonorrhoeae, C trachomatis, T vaginalis, and T pallidum infection was 0.5%, 1.9%, 2.0%, and 2.9% respectively. Overall, 35% of the women had antibodies to hepatitis B core antigen, 0.9% had HCV, and 12% HSV-2 infection [28].


- A study conducted by Save the Children – USA, among married women of reproductive age (MWRA) group found that 14.2% of MWRA suffer from Cervicitis, and 4.4% from pelvic inflammatory diseases (PID) [29]. Other data showed that prevalence of genital ulcer was 5% among the symptomatic MWRAs, while 25.6% of the 210 symptomatic MWRA were found as VDRL positive. Serological evidence of current Syphilitic infection was detected among 11.5% of men and 5.4% of women in the slums of Dhaka.  Another Dhaka based slum study has found that prevalence of Gonorrhoea and Chlamydia to be less than 1%, and that of Hepatitis-B surface antigen to be 5.8% among men, and 2.9% among women. 

- Clinic or hospital based studies carried out in Bangladesh also showed high prevalence of STI. A study conducted by Pathfinder International, detected Trichomoniasis among 31%, PID among 10.8%, and Cervicitis among 10.2% of clients having RTI/STI [30]. 

- Hospital based data from STI patients attending Dhaka, Chittagong, and Barishal medical college hospital showed that the prevalence of Syphilis range from 14-30%, Gonorrhoea 25-31%, Non-Gonococcal Urethritis 5-6%, Herpes 3%, Genital warts 2%, and Scabies 11%. Mixed infections were also frequent [31, 32, 33]. 

The limited data available from the aforementioned studies confirm the presence of STIs in the country. As there was no nationwide survey, it is impossible to comment on the trend and prevalence of STIs among general population. 
Management of STIs in Bangladesh and partner notification and management:
In Bangladesh, management of STI differs from place to place. In primary health care level, and in case of most of the NGOs, management of STI is done through syndromic management protocol developed by WHO and adopted by the Government of Bangladesh in the Technical Standard and Service Delivery Protocol for management of RTI/STD [34]. General Physicians in Bangladesh and secondary and tertiary level health care providers generally follow the management protocol in the medical textbooks, which are different from syndromic management approach, and in many of the cases laboratory diagnoses are performed to reach a confirmatory diagnosis. STI case management is also provided by rural medical practitioners, pharmacists, traditional healers, and salespersons in the medicine shops. Homeopaths in Bangladesh treat STIs as well. 

Information on partner notification and management practices in Bangladesh is currently unavailable. One study conducted by ICDDR,B to explore the operational management of RTIs/STIs at a primary health care clinic of rural Bangladesh [35] identified from the service 
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statistics of the clinic, that partner notification practices were very poor. Most of the study clients were female and they showed different reasons for inability to bring their partners. The same study 

recommended that considering social, cultural, and medical environments, exploration of strategies to notify partners of STI clients is essential for successful STI case management. 

Study Rationale:
An overall scenario of different practices of STI management in different types of service delivery points has not been documented in Bangladesh. Considering the linkage of STIs with HIV and several other reproductive health problems it is important to understand how different components of STI management i.e. history taking and examination, identification of the STI, effective antimicrobial treatment for the STI, educating and counseling the patient on nature of infection, mode of transmission of infection, adherence to prescribed treatment, risk reduction, proper use of condom, condom promotion and supply, partner notification and management, clinical follow-up to assess treatment outcome are being taken care of, in different settings for different kinds of STIs. 

As mentioned earlier, partner notification and management is a crucial component of STI management but at the same time very difficult to implement. There is evidence that different approaches of partner notification and management practices are being implemented by NGOs e.g. Marie Stopes Clinic Society (MSCS), Concern Women for Family Development (CWFD), Bangladesh Women’s Health Coalition (BWHC). It is important to document the current practices of partners’ notification and management for STI case management both in government and non-government settings.

The index patient plays a crucial role in all approaches of partner notification and management. There are several socio-cultural, structural, and behavioral factors that influence partner notification and management. These demand side perspectives in relation with partner notification and management have not been documented in Bangladesh. There is a need to explore these influencing factors and find association of them with partner notification and management to develop and implement standardized partner notification strategies. 

A systematic Cochrane Review in 2004 [14], has identified only 2 randomized controlled trial on partner notification in developing countries, and emphasized on the need for more randomized controlled trial to prove effectiveness of partner notification for the control of STI in resource poor settings. Therefore there is a need to determine the effectiveness of partner notification and management in Bangladesh context. 

Partner notification and management is linked with other components of STI management, and effectiveness of partner notification and management is also influenced by them. Therefore developing a partner notification strategy should also emphasize on improving the quality of other components of STI management e.g. history taking and examination, identification of the STI, effective antimicrobial treatment for the STI, educating and counseling the patient on nature of infection, mode of transmission of infection, adherence to prescribed treatment, risk reduction, 
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proper use of condom, condom promotion and supply, clinical follow-up to assess treatment outcome. It is also important incorporate findings from formative research among STI patients, and 

service providers, to improve education and counseling of the patient on nature of infection, mode of transmission of infection, adherence to prescribed treatment, risk reduction, proper use of condom, condom promotion and supply. This study will try to explore these issues and come up with specific recommendations and interventions to improve partner notification and management along with overall management of STI patients.   

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). 


The study will be conducted in 2 phases. Phase I will be implemented during the first 3 months of the project, and phase II during the last 12 months of the project. The study will be implemented in Dhaka and Chittagong City Corporation
During phase I, a formative research will be carried out at different types of health service points (Government, and NGOs) involved with management of STIs in Dhaka and Chittagong City Corporation. During this phase existing practices of STI management will be identified along with management protocols for different kind of STIs. Service providers’ perspectives and practices on the different components of STI case management will also be explored. They will also be asked of their ideas on ways of improving partner notification and management practices as a component of STI management. The supply side factors e.g. attitude of service provider, counseling etc. influencing partner notification and management practices will also be investigated among the service providers. During this phase different types of service points (Government and NGOs) for STI case management will also be listed. A health service audit of these points will be carried out to document status of manpower, equipments, supplies, client flow and record keeping system.  

During the phase-I, the clients having STI symptoms will also be interviewed to seek information on the reasons for choosing different service providers to obtain care and support for STIs.  Their knowledge and perspectives on factors influencing health seeking behavior, and partner notification and management will also be explored. 

Based on the findings from formative research modification of components of STI management e.g. history taking and examination, identification of the STI, effective antimicrobial treatment for the STI, educating and counseling the patient on nature of infection, mode of transmission of infection, adherence to prescribed treatment, risk reduction, proper use of condom, condom promotion and supply, partner notification and management, clinical follow-up to assess treatment of outcome will be recommended. 
During phase II a randomized trial will be designed and implemented. From the list of service points prepared during the formative research, 6 NGO clinics, 3 government hospitals will be purposively selected depending on the clients flow. At the beginning of the trial existing staff of the health service points, involved with STI management will be trained on study methodology and study instruments. In each setting, index patient (any patients suffering from STI as diagnosed by the health service providers in the selected health service setting irrespective of approaches of 
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diagnosis) will be the unit for randomization and each index patient with 18 years of age or more diagnosed with any type of STIs  or STI syndrome will be randomly assigned for any of the two partner notification approaches i.e. client oriented partner notification and management (where clients are counseled to notify their partner and bring him/her to the service points for management of STI) and combination of partner/provider oriented approach for partner notification and management (where clients choose to notify partners in the presence of a provider to lend support and answer questions and address concerns).  

In partner oriented notification approach, a patient of 18 years of age or more diagnosed with an STI or STI syndrome (in case of syndromic management) will be counseled and offered a referral card(s) to pass to his/her partner(s) to attend clinics for management of STI. The index patient will be counseled to refer his/her partner(s) to the health service center, s/he attended. Person carrying this card will be accepted only at the intervention sites, and treated accordingly. Referral cards will be designed considering the findings of the formative research.  

In combination of partner/provider oriented approach approach, each patient with 18 years of age or more diagnosed with an STI or STI syndrome will be given an ID card and counseled to bring his/her partner(s) to the respective health service point for treatment and counselling. The provider will inform the client about the need for partner management, and provide treatment and counseling.

Partners of STI patients have been classified in many ways. One of these classification systems include primary partner (Husband/Wife or stable sexual partner (s) for at least 1 year), commercial sex partner (Sexual partner with whom sex was exchanged directly for money), casual sex partner (sex partner neither a primary nor a commercial partner).

The operational definition for sexual partner in our study will be: 

“Wife or husband of the patients suffering from sexually transmitted infections irrespective of duration of marriage. In case of non-marital relationship, stable sexual partner (male or female) for 3 months will be considered. 

If any person under study has more than 1 partners (as per operational definition) , compliance with partner notification will be considered, if any of her/his partner comes to the clinic for taking treatment. 

The study participants 

Sample size calculation:
Sample size for the formative research:

During the formative research, different types of health service points (Government and NGO Clinics) in Dhaka and Chittagong City Corporation will be listed. Key informant interviews will be carried out with 2 senior most service providers involved with management of STIs in each of the 
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government hospitals. Two senior most service providers involved with management of STIs will also be interviewed from one clinic of each of the NGOs. In each of the health service points selected for interviewing the service providers, in depth interviews with five STI clients will also be conducted. During health service audit information will be taken from the most appropriate person in the health service point, able to respond to the information need of the study. 

Sample size for the randomized trial:

The following formula is used in sample size calculation for comparison of 2 proportions (two-sided hypothesis):

n = [Zα/2+ß ]2 * [(p1*(1-p1)) + (p2 * (1-p2))]/[p1-p2] 2 

where n = the sample size required in each approach
p1 =  20% PN achieved in one group (0.20)
p2 = 30% PN achieved in another group (0.30)
p1-p2 = difference in proportion (0.1)
Zα/2 =significance level (1.96)
ß = 80% power (0.84) 

The number required in each of the two groups would be 290, therefore the total sample size for two groups would be 580. Considering non response rate of 10%, a sample size of 638 will be required in each of the government and NGO settings.   Therefore, the sample size of 638 STI patients (319 in each of the PN approach) will be sufficient to detect a difference of 10% between groups, with 80% power and a 5% significance level. This 10% difference represents the difference between a 30% in patient delivered PN method and a 20% in patient oriented PN methods. The total samples will be allocated among the government and NGO hospitals based on the average client flow for the last 6 months preceding the study. 

Data collection instruments:

Study instruments to conduct formative research (Phase I) will include in-depth interview, key-informant interview, and observation checklist of STI management by service providers, and questionnaire and checklist for for health service audit.

During phase II, a questionnaire will be developed and used to collect information from STI clients in each of the study settings. The questionnaire will have 2 separate sections i.e. for index patient, and partner (s). The section for index patient will be filled in during the first contact with the client by the service provider. The section for partner will be filled in when any partner of the index patient comes to the service provider for treatment and counseling.  The questionnaire will be translated to local language and pre tested for acceptability and feasibility before implementing in the real study. Verbal consent will be obtained from each respondent for participation to the study.  
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Selection and training of the interviewers: 

For carrying out research activities during phase I, 2 senior field research assistant, 2 field research assistants and 1 project research physician will be recruited. During phase II, 4 field research assistants 1 senior field research officer will also be recruited. The field research assistants and senior field research officer will require having a Masters level degree with social-science background and the project research physician should have MBBS degree with special training on STI management. They will be given a two-week comprehensive training before field implementation of the study. The training will be imparted on reproductive health, STI management, use of study instruments and the conduct of the interviews. The project will take into account the special circumstances, which may occur when interviewing the respondents about potentially sensitive sex behavior related topics and include training in answering questions that participants may ask. Training will also be emphasized on minimizing inter and intra interviewer variations.

Collection of valid data on sexual behaviors and practices of the study participants will remain as a central challenge for the interviewers. During training special attention will be given in this issue as well. For this the interviewers will be trained to assure the respondents maintaining the confidentiality for the information provided by the interviewees so that they will feel free during discussion. The interviewers will be asked to conduct interview in a place, where privacy can be maintained for this kind of discussion. 

Data quality control:

The quality of data will be assured by field level scrutiny of every completed interview schedule. In each site at the end of the day of data collection the supervisor will review each form for missing information or inconsistency and when possible arrange a revisit by the interviewer. Each supervisor will maintain a logbook to document the interview status of every subject. The senior field research officer, and project research physician will monitor the quality of collected data by regular field visits. They will also be responsible to maintain liaison with the investigators in ICDDR,B.  In addition, investigators from ICDDR,B will make unscheduled visit in each site, review the collected data and logbook in the field and provide necessary advice to supervisors and interviewers. 

Data Management:

The collected data will be sent to ICDDR,B Dhaka office where all the forms of the final interview will be computerized by experienced date entry operators after editing and coding. A code plan will be developed for proper documentation of data. A data entry program (either in FoxPro or in SPSS whichever is convenient) with error checking provisions will be developed. All the data will 

be double entered and will be validated for any inconsistency. All the variables in the electronic data-set along with the values will be labeled. All the coding of data analysis (according to output

tables) will be maintained in syntax files. No permanent change in the original dataset will be made. The syntax file will retain all the analytical proceedings and will directly produce (re-produce) the output in tabular form directly from the computer.
  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).  


A. ICDDR,B

The ICDDR,B has excellent facility to conduct the proposed research project. The Reproductive Health Unit and Social and Behavioral Science Unit of Public Health Sciences Division are involved in several studies in the area of HIV/AIDS to explore social and cultural link with different types of sexual behaviors. ICDDR,B has a group of trained interviewers, qualified scientists, data entry persons and data analysts. The network of ICDDR,B with different government and non-government organizations and prior experience in implementing similar researches will be of enormous help in carrying out the present study.

B. During the implementation of the Phase I of the research protocol, other government, NGO, and general physicians’ facilities will be explored. 

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).


Phase I: Formative research:

As there will be no fixed variables for analysis of qualitative data beforehand, the purpose of qualitative data analysis will be outlined at first. From the collected textual data, the emerging themes and sub-themes will be identified. Then the context and meanings of these themes and sub-themes will be further analyzed as an ongoing exercise.

The conversation during the interviews will be in Bangla. Therefore, the first step will be carefully listening to the tape-recorded data with ongoing transcriptions in its original forms. The next step will be data sorting by thorough reading of the scripts. Emerging and reemerging issues will be identified. Note cards will be used to identify prominent themes, logical connections, clarifications or relevant comments that would match or assist to explain similar statements made by other informants or interviewees. During this process, the transcripts will be coded to identify the general domain emerging from the texts. This categorization process will include the identification of salient themes, recurring ideas, meanings or languages, and logical relations that will link people and context together. Then these categories would again be crossed with one another in order to generate new insights and typologies for further exploration of data. During analysis, the atypical or diverse data will not be disregarded. Rather these will be presented in the final report. The results will be summarized and presented according to the context and some data will be presented verbatim to substantiate or reflect more important views and ideas. 

Interviewers will maintain a personal field diary. Field staff will write all details of their observations during fieldwork, their understandings and their subjective interpretation of the objective observations, their thoughts and concerns. They will take notes by short interviews during observations and not mix their observational notes with their subjective interpretation.  The information in the diary will be analyzed in similar ways to that of the transcripts Before conducting observation of case management of STI, an outline of the observation will be prepared prior to collection of data, and data will be grouped under the predefined broad areas. Data generated from health service audit will be entered to a foxpro database template and analysed using SPSS 11.0.

Continuation Sheet (Number each sheet consecutively)


Phase II: Analysis of Quantitative data:

For randomized trial of two PN strategies, we will use an intention-to-treat approach for all data analyses keeping all participants in their initially randomly assigned groups. We shall calculate the proportions of partners notified and report back to the study clinics for treatment and counseling in each approach. Analysis of covariance (ANCOVA) model will be used including the main demographic variables as potential confounders to assess if there are any significant differences between the two approaches. For dichotomous outcome variables, logistic regression will be utilized to assess any statistically significant differences exist between the two groups (reporting odds ratios with their 95% confidence intervals). All these statistical analysis will be done in SPSS or SAS software. A initial list of outcome and explanatory variable is given below for randomized trail of two PN strategies.

	Outcome variable
	Explanatory variable

	Proportion of STI clients able to notify the partner in each method

Proportion of STI client completed treatment

Proportion of partners of STI clients reported to the clinics for treatment and counseling
	Socioeconomic factors: education, religion, income levels

Demographic factors:  Area, age, marital status, number of children

Knowledge of risk perception of STI

Sexual behavior: sex with multiple partners, sex with sex worker, condom use at last commercial sex 




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. Name, address or any other personal identification of the study subjects will be recorded in the questionnaire or during in-depth interviews. The investigators of the study are obliged to keep the names and address of the respondents confidential. 

Use of Animals

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

Not applicable
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Dissemination and Use of Findings


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


The study will reveal information on STI management practices among government hospitals and health centers, non-government health centers, general physicians of Bangladesh, explore partner notification and management practices among health service providers of the said health service points, as a component of management of STIs, develop understanding on socio-cultural, structural and behavioral factors facilitating or hindering partner notification and management among the STI clients, investigate effectiveness of standard partner notification and management strategies in reaching partners of STI clients, and recommend strategies/interventions for improving partner notification and management practices for management and control of STIs. 
The strategic plan of the ICDDR,B for the current decade objectively addresses the need to undertake research to help prevent the epidemic of HIV/AIDS. The current study is an add-on to this objective of the ICDDR,B to combat HIV/AIDS. This study can be linked with 1 of the priorities of reproductive health programme of ICDDR,B i.e. improve surveillance, prevention and management of sexually transmitted and reproductive tract infections. 

As an international research organization, ICDDR,B closely collaborates with national, regional and international institutions and that creates an opportunity to disseminate research findings and influence policy. A dissemination seminar would be arranged to share study findings among representatives from National AIDS committee (NAC), National STD/AIDS Program (NASP), national and international NGOs, development partners, civil society organizations.  

Summary findings will be conveyed to AusAID for use in FOCUS magazine to keep AusAID appraised of the progress.  Findings will also be presented in national and international conferences and efforts will be made to publish scientific papers in peer-reviewed journals.  

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)


ICDDR,B will collaborate with 3 government hospitals, 6 NGO hospitals to carry out this study. The collaborative organizations will be selected at the end of formative research. Separate Memorandum of Understanding will be signed with each of the collaborative organizations if the project is approved by RRC and ERC.

International Centre for Diarrhoeal Disease Research, Bangladesh

Evaluation of partner notification for sexually transmitted infections by service providers in Bangladesh
VERBAL CONSENT FORM (STI patients/Partners)

Assalamualaikum/adab/namasker. 

I (please tell your name) came from an international research center named ICDDR,B (Cholera Hospital) situated at Mohakhali, Dhaka. We are currently conducting a study to understand and improve the partner notification and management as a component of overall management of sexually transmitted infections by health service providers in Bangladesh. You have been selected to participate in this survey. The findings of this survey will be used to develop effective program for improving management of sexually transmitted infections.

I would like to invite you to participate in an interview, which would take about 20 minutes. Some of the survey questions will be related to your sexual behaviour and reproductive health. I assure you that the information you provide will be maintained with strict confidentiality and kept under lock and key. Except the study investigators, nobody will have access to the information. 

By participating in this study, you will not be subjected to any potential risk. We will not pay you any money nor you will pay. 

Your participation in this study is completely voluntary. You have the option to accept or refuse participation. You may withdraw from the interview at any time and you have the right for not responding to any of the questions. 

Now please let me know if you have any query about this survey? If you agree to participate the interview, it is really important that you are very truthful. 

Is it all right to begin now? 



  Not agreed              End
Signature of Interviewer ----------------------------

Date:---------/---------/2006

For further query please contact: 


Reproductive Health Unit, PHSD, ICDDR,B, 




            

Mohakhali, Dhaka 1212, Phone: 8811751-60/2207

BÈvib¨vkbvj †mÈvi di Wvqwiqvj wWwRm wimvP©, evsjv‡`k

evsjv‡`‡k ¯^v¯’¨‡mev cÖ`vbKvix‡`i Øviv †hŠb‡iv‡Mi wPwKrmvq †hŠbm½x‡K AewnZKiY welqK g~j¨vqY

‡gŠwLK m¤§wZ cÎ (†hŠb‡ivMx I †hŠb‡ivMxi †hŠbm½x)
Avm&mvjvgy AvjvBKzg/Av`ve/bg¯‹vi|

Avwg (bvg ejyb) XvKvi gnvLvjx‡Z Aew¯’Z GKwU Avš—R©vwZK M‡elYv cÖwZôvb AvB wm wW wW Avi, we (K‡jiv nvmcvZvj) ‡_‡K G‡mwQ| Avgiv evsjv‡`‡k eZ©gv‡b ¯^v¯’¨‡mev cÖ`vbKvix‡`i Øviv ‡hŠb‡iv‡Mi mgwš^Z e¨e¯’vcbvi Ask wn‡m‡e †hŠbm½x‡K AewnZKiY wel‡q avibvjvf I DbœwZKi‡Yi Rb¨ GKwU M‡elYv cwiPvjbv KiwQ| Avcbv‡K GB Rix‡c AskMÖnY Kivi Rb¨ wbe©vwPZ Kiv n‡q‡Q| GB Rix‡ci cÖvß djvdj ‡hŠb‡iv‡Mi e¨e¯’vcbvi Dbœq‡Yi Rb¨ Kvh©Kix cÖKí MÖn‡Yi Rb¨ e¨eüZ n‡e|

Avwg Avcbv‡K GKUv mv¶vrKv‡i AskMÖn‡Yi Avgš¿Y Rvbvw”Q, hv‡Z cªvq wek wgwbU mgq jvM‡e| GB mv¶vrKv‡i Avcbvi †hŠb AvPiY I cªRbb ¯^v¯’¨ welqK wKQy cÖkœ _vK†e| Avgiv Avcbv‡K Avk¦¯Z KiwQ †h, Avcbvi †`qv Z_¨ AZ¨š— †MvcYxqZvi mv‡_ msi¶Y Kiv n‡e Ges Zvjve× Ae¯’vq ivLv n‡e| GB M‡elYvi mv‡_ mswk­ó M‡elKMY Qvov Ab¨ Kv‡iv Kv‡Q GB Z‡_¨i cÖvc¨Zv _vK‡e bv|

GB M‡elYvq AskMÖn‡Yi d‡j Avcwb ‡Zgb †Kvb SuywKi m¤§yLxb n‡eb bv | Avgiv Avcbv‡K †Kvb UvKv ‡`ebv Ges Avcbv‡KI †Kvb UvKv w`‡Z n‡e bv| 

GB mv¶vrKv‡i Avcbvi AskMÖnY m¤c~b© ‡¯^”Qvg~jK| Avcwb GLv‡b AskMÖnY Ki‡ZI cv‡ib Avevi bvI cv‡ib| Avcwb mv¶vrKv‡i AskMÖn‡Yi †h †Kvb ch©v‡q AskMÖnY eÜ Ki‡Z cv‡ib | †h †Kvb cÖ‡kœi DËi †`qv †_‡K weiZ _vKvi AwaKvi Avcbvi Av‡Q|

GLb ejyb, GB Rixc m¤ú‡K© Avcbvi †Kvb cÖkœ Av‡Q wK? (†Kvb cÖkœ _vK‡j ïbyb Ges mwVK DËi w`b)| Avcwb hw` GB Rix‡c AskMÖnY Ki‡Z ivwR _v‡Kb, Zvn‡j m¤ú~b© mZ¨ K_v ejv AZ¨š— ¸i“Z¡c~b©| 

Avgiv wK GLb ïi“ Ki‡Z cvwi?   ivRx bv                                 mgvß

mv¶vrKvi MªnYKvixi ¯^v¶i------------------------------------

ZvwiL:-----------/----------/ 2006

cieZ©x‡Z †Kvb cÖ‡kœi Rb¨ †hvMv‡hvM Ki“bt 

wi‡cÖvWvKwUf †nj_ BDwbU, wcGBPGmwW, AvBwmwWwWAvi,we (K‡jiv nvmcvZvj)

gnvLvjx, XvKv-1212

`~ivjvcbxt 8811751-60/2207

International Centre for Diarrhoeal Disease Research, Bangladesh

Evaluation of partner notification for sexually transmitted infections by service providers in Bangladesh
VERBAL CONSENT FORM (Health service Provider)

Assalamualaikum/adab/namasker. 

I (please tell your name) came from an international research center named ICDDR,B (Cholera Hospital) situated at Mohakhali, Dhaka. We are currently conducting a study to understand and improve the partner notification and management as a component of overall management of sexually transmitted infections by health service providers in Bangladesh. You have been selected to participate in this survey. The findings of this survey will be used to develop effective program for improving management of sexually transmitted infections.

I would like to invite you to participate in an interview, which would take about an hour. 

We will ask question about your knowledge, attitude and practices in relation with management of sexually transmitted infections. I assure you that the information you provide will be maintained with strict confidentiality and kept under lock and key. Except the study investigators, nobody will have access to the information. 

By participating in this study, you will not be subjected to any potential risk. We will not pay you any money nor you will pay. 

Your participation in this study is completely voluntary. You have the option to accept or refuse participation. You may withdraw from the interview at any time and you have the right for not responding to any of the questions. 

Now please let me know if you have any query about this survey? If you agree to participate the interview, it is really important that you are very truthful. 

Is it all right to begin now? 



  Not agreed              End
Signature of Interviewer ----------------------------

Date:---------/---------/2006

For further query please contact: 


Reproductive Health Unit, PHSD, ICDDR,B, 




            Mohakhali, Dhaka 1212, Phone: 8811751-60/2207

BÈvib¨vkbvj †mÈvi di Wvqwiqvj wWwRm wimvP©, evsjv‡`k

evsjv‡`‡k ¯^v¯’¨‡mev cÖ`vbKvix‡`i Øviv †hŠb‡iv‡Mi wPwKrmvq †hŠbm½x‡K AewnZKiY welqK g~j¨vqY

‡gŠwLK m¤§wZ cÎ (¯^v¯’¨‡mev cÖ`vbKvix)

Avm&mvjvgy AvjvBKzg/Av`ve/bg¯‹vi|

Avwg (bvg ejyb) XvKvi gnvLvjx‡Z Aew¯’Z GKwU Avš—R©vwZK M‡elYv cÖwZôvb AvB wm wW wW Avi, we (K‡jiv nvmcvZvj) ‡_‡K G‡mwQ| Avgiv evsjv‡`‡k eZ©gv‡b ¯^v¯’¨‡mev cÖ`vbKvix‡`i Øviv ‡hŠb‡iv‡Mi mgwš^Z e¨e¯’vcbvi Ask wn‡m‡e †hŠbm½x‡K AewnZKiY wel‡q avibvjvf I DbœwZKi‡Yi Rb¨ GKwU M‡elYv cwiPvjbv KiwQ| Avcbv‡K GB Rix‡c AskMÖnY Kivi Rb¨ wbe©vwPZ Kiv n‡q‡Q| GB Rix‡ci cÖvß djvdj ‡hŠb‡iv‡Mi e¨e¯’vcbvi Dbœq‡Yi Rb¨ Kvh©Kix cÖKí MÖn‡Yi Rb¨ e¨eüZ n‡e|

Avwg Avcbv‡K GKUv mv¶vrKv‡i AskMÖn‡Yi Avgš¿Y Rvbvw”Q, hv‡Z cªvq GK NÈv mgq jvM‡e| GB mv¶vrKv‡i Avgiv Avcbv‡K ‡hŠb‡iv‡Mi e¨e¯’vcbvq Avcbvi Ávb, g‡bvfve I PP©v welqK wKQy cÖkœ Kie| Avgiv Avcbv‡K Avk¦¯Z KiwQ †h, Avcbvi †`qv Z_¨ AZ¨š— †MvcYxqZvi mv‡_ msi¶Y Kiv n‡e Ges Zvjve× Ae¯’vq ivLv n‡e| GB M‡elYvi mv‡_ mswk­ó M‡elKMY Qvov Ab¨ Kv‡iv Kv‡Q GB Z‡_¨i cÖvc¨Zv _vK‡e bv|

GB M‡elYvq AskMÖn‡Yi d‡j Avcwb ‡Zgb †Kvb SuywKi m¤§yLxb n‡eb bv | Avgiv Avcbv‡K †Kvb UvKv ‡`ebv Ges Avcbv‡KI †Kvb UvKv w`‡Z n‡e bv| 

GB mv¶vrKv‡i Avcbvi AskMÖnY m¤c~b© ‡¯^”Qvg~jK| Avcwb GLv‡b AskMÖnY Ki‡ZI cv‡ib Avevi bvI cv‡ib| Avcwb mv¶vrKv‡i AskMÖn‡Yi †h †Kvb ch©v‡q AskMÖnY eÜ Ki‡Z cv‡ib | †h †Kvb cÖ‡kœi DËi †`qv †_‡K weiZ _vKvi AwaKvi Avcbvi Av‡Q|

GLb ejyb, GB Rixc m¤ú‡K© Avcbvi †Kvb cÖkœ Av‡Q wK? (†Kvb cÖkœ _vK‡j ïbyb Ges mwVK DËi w`b)| Avcwb hw` GB Rix‡c AskMÖnY Ki‡Z ivwR _v‡Kb, Zvn‡j m¤ú~b© mZ¨ K_v ejv AZ¨š— ¸i“Z¡c~b©| 

Avgiv wK GLb ïi“ Ki‡Z cvwi?   ivRx bv                                 mgvß

mv¶vrKvi MªnYKvixi ¯^v¶i------------------------------------

ZvwiL:-----------/----------/ 2006

cieZ©x‡Z †Kvb cÖ‡kœi Rb¨ †hvMv‡hvM Ki“bt 

wi‡cÖvWvKwUf †nj_ BDwbU, wcGBPGmwW, AvBwmwWwWAvi,we (K‡jiv nvmcvZvj)

gnvLvjx, XvKv-1212

`~ivjvcbxt 8811751-60/2207

Study instruments: Brief description

This study will be conducted in 2 phases. During phase I, a formative research will be carried out at different types of health service points (Government, and NGOs) involved with management of STIs in Dhaka and Chittagong City Corporation. 

During the first phase we would like to conduct in-depth interviews with the service providers, in-depth interview with STI patients, and health service audit:

While conducting in-depth interviews with the service providers we will explore:

· Existing practices of STI management will be identified along with management protocols for different kind of STIs

· Service providers’ perspectives and practices on the different components of STI case management. 

· Service providers’ ideas on ways of improving partner notification and management practices as a component of STI management. 

· Attitude of service providers, counseling etc. influencing partner notification and management practices

The health service audit of these points will be carried out to document status of manpower, equipments, supplies, client flow and record keeping system of the study clinics and hospital.  

In-depth interview of STI patients will be conducted to seek information on:

· The reasons for choosing different service providers to obtain care and support for STIs

· Their knowledge and perspectives on factors influencing health seeking behavior, and partner notification and management will also be explored. 

In the second phase of the study questionnaire will be administered among STI patients, and their sexual partners. In each setting, index patient (any patients suffering from STI as diagnosed by the health service providers in the selected health service setting irrespective of approaches of diagnosis) will be the unit for randomization and each index patient diagnosed with any type of STIs will be randomly assigned for any of the two partner notification approachesi.e. client oriented partner notification and management (where clients are counseled to notify their partner and bring him/her to the service points for management of STI) and combination of partner/provider oriented approach for partner notification and management (where clients choose to notify partners in the presence of a provider to lend support and answer questions and address concerns).  

In partner oriented notification approach, a patient diagnosed with an STI or STI syndrome (in case of syndromic management) will be interviewed counseled and offered a referral card(s) to pass to his/her partner(s) to attend clinics for management of STI. The index patient will be counseled to refer his/her partner(s) to the health service center, s/he attended. Person carrying this card will be accepted only at the intervention sites, and treated accordingly. Referral cards will be designed considering the findings of the formative research.  

In combination of partner/provider oriented approach, each patient diagnosed with an STI will be interviewed counseled and offered an ID card and counseled to bring his/her partner(s) to the respective health service point for treatment and counselling. The provider will inform the client about the need for partner management, and provide treatment and counseling.

A single questionnaire will be used for both the approaches. In the questionnaire there will be separate sections for STI patients and their sexual partners. Interview with STI patients and their partners will explore:

· Socio-economic information (Name, age, education, marital status, income etc.)

· Present and past history of sexually transmitted infections

· Sexual behavior and sexual partners (Marital and non-marital sex, number and types of partners in the last year, condom use with marital and non-marital partners)

· Compliance with partner notification and treatment

Study instruments will be submitted to ethical review committee once they are finalized. Study instruments will be utilized after receiving approval from the ethical review committee.  
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