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        FORMCHECKBOX 

  Check here if appendix is included
	Project Summary
Briefly describe the hypothesis, objectives, and the relevant background of the project, and also 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 should be stand alone, and be fully understandable and interpretable when removed from the main application. 

	Principal Investigator: Dr. Sharful Islam Khan


	Research Protocol Title: An investigation into the access the Hijra community have to health services in Dhaka, Bangladesh.

	Total Budget US$: 3500                    Beginning Date : May 24th 2010                    Ending Date: July 16th 2010

	The Hijra community are ostracised in society and therefore do not have access to health services like their fellow non-Hijra citizens. This study will investigate where the Hijra access health services and highlight the barriers to health services they experience. It will investigate whether health organisations cater for the Hijra and reasons for their decision. It will also explore any other unmet health needs experienced by this community. This research will take place with the Hijra community in Dhaka, Bangladesh. This research will take place through in-depth interviews and key-informant interviews. The sampling methods used will be purposive and snowball sampling as the participants may be difficult to recruit. I would aim for a target size of fifteen participants for investigating the access and barriers Hijra experience. Key informant interviews will be used with five organisations that provide health services. I will investigate if they provide services to the Hijra and if so, what services. These interviews will take place in a venue of convenience for the participant. 
Interviews will take place in a private setting of convenience to the participant. The interviews may last up to 1.5 hours with breaks as required. The two people present in the room that the interview will take place in will be the trained interviewer and the participant. If a participant speaks English, the lead investigator will be the interviewer. Otherwise the lead investigator will be out of earshot but within reach for any clarification required by the interviewer or participant. The research assistant that provides access to this community will not be present during the interviews.

When the research is completed, recommendations will be made in accordance to the findings. These recommendations will assist in providing better access to healthcare for the hijra. Through the contact with health providers it may encourage a wider range of services to be provided. The participants will also be given a copy of the results so that they will realise the problems they experience are not in isolation. 

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

Name

Professional Discipline/ Specialty

Role in the Project

1. Ciara Dempsey
MSc Global Health Student/ Sexual and reproductive health. 
Student External Investigator
2. Dr. Sharful Islam Khan
Associate Scientist Social & Behavioural Sciences Unit
Principal Investigator
3. To be decided
Translator
Translator
4. To be decided
Research Assistant
Gatekeeper to hijra community
5.      
     
     
6.      
     
     
7.      
     
     
8.      
     
     
9.      
     
     
10.      
     
     



Description of the Research Project
Hypothesis to be Tested:


Please briefly list the Hypothesis to be tested and provide the scientific basis of the hypothesis, critically examining the observations leading to the formulation of the hypothesis.


Hypothesis: If an individual is hijra, they will experience barriers when accessing health services as a result of their gender identity. (This kind of study better not to have any hypothesis, so I do not think you need the following section and moreover, this section needs to describe only hypothesis, but it seems you have given a kind of literature support which is not needed in any case?)
The hijra are a socially excluded group in Bangladesh (1). Estivill defines social exclusion as “an accumulation of confluent processes with successive ruptures arising from the heart of the economy, politics and society, which gradually distance and place persons, groups, communities and territories in a position of inferiority in relation to centres of power, resources and prevailing values” (2, p.137). These people can share common social characteristics such as “religion/ethnicity/caste or certain shared characteristics that are socially devalued” (3). Based on these definitions, the hijra are excluded on the following basis. They have a mix of Islamic and Hinduism beliefs, they do not belong to any caste, they transition from male to female, their sexuality and how they earn their income. As a result of this exclusion, the hijra generally have a low level of education due to dropping out of school because of bullying they experienced for their effeminate behaviours. This exclusion has also contributed to resorting to commercial sex work to survive (3,4). By identifying as hijra, the hijra are vulnerable to economic marginalisation in society. This is because of the difficulties they experience in gaining employment due to their gender identity (5).  The decision to become a commercial sex worker (CSW) can be viewed as semi-forced/semi-informed as it may be a method of survival along with helping finance their transition e.g. hormone treatment (6). This form of employment also relates to substance abuse and sexually transmitted diseases due to unprotected sex which further excludes transgendered people from society (4).This results in a cycle of exclusion leading to further exclusion. 

As a result of the degree of poverty, they also experience a barrier to healthcare services due to financial constraints, such as difficulty in accessing condoms and disposable needles, unless there are governmental provisions in place to provide free condom and/or needle distributions (3). Khosla states that “Poverty, stigma, lack of access to care, low education, gender inequality, and lack of a facilitative legal environment are various dimensions of exclusion of such high-risk groups that lead to risky sexual behaviours among them” (3, p.587). Although healthcare is mentioned as a dimension, each of the other dimensions mentioned interacts with the provision of healthcare to the hijra. 

Even outside of Bangladesh, within a community of sexual minorities i.e. gay, lesbian, bisexual, transgender and questioning groups, exclusion also occurs with the transgender population being shunned by the other groups (6). Many transgender individuals would prefer to receive care in an alternative health clinic as their health needs are very different to those of other sexual minority groups (6). A lack of access to transgender-specific health care can lead to one’s general health being affected throughout their lives (7). It may also result in the use of non-professional health care providers or self-medication (4).A positive example of service provision is in New York, where a one-stop shop provided “hormones, HIV testing and treatment, and social services as well as general checkups under one roof” (8,  p.392).

Khan et al. state that hijra are excluded from society from early childhood, in school, during their transitioning process, at home, at work and in their old age (1). They also mention an exclusion from healthcare resulting in having to hide their feminine identity when visiting a doctor. Regardless of their ability to pay for a service, they are not permitted to enter the private rooms of a doctor. The reasoning behind this was expressed by a private medical practitioner in Dhaka who stated that “Their presence may create fear and discomfort for other patients” (1, p.447). 
Specific Aims:
Describe the specific aims of the proposed study. State the specific parameters, biological functions, rates, processes etc. that will be assessed by specific methods.


· To establish where hijra access treatment or advice on health issues, whether through a recognised medical practitioner, a non-medical practitioner or other routes of access. (I gave my comments on your objectives before, I do not understand why you have said to establish.....for a research, it is better  to use to explore, to know, to investigate, to understand........you are not establishing anything, what is already established or practised, you are exploring and understanding the issues)
· To investigate the reasons the hijra have for approaching one health provider as opposed to another.

· To evaluate (you cannot evaluate, and an evaluation study will have different research method) whether health organisations provide services to the hijra population and reasons for their decision.

· To explore whether there are any health needs in this community which are not being met.
Background of the Project including Preliminary Observations 



Provide relevant background of the proposed study, and discuss the previous works on the research topic by citing specific references. Describe in a logical way how the present hypothesis is supported by the relevant background observations including any preliminary results that may be available. Provide scientific validity of the hypothesis on the basis of background information 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.. 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.


There are many transgendered communities across the world such as xaniths in Oman, kathoeys in Thailand and the hijra in Bangladesh (1, 9). Hijra have been present in Bangladesh for centuries but are not accepted by society as they fall outside the accepted norm of the male-female dichotomy (1). As a result there is a disregard for this community and discrimination is present even when accessing health services, regardless of ability to pay (1). However, cost is also a factor when deciding which health provider to access (10). This has led to a situation of the hijra not being able to access services which would assist them in their transition from male to female, along with general health issues. Without regulation of on-street remedy usage and little access to a health provider, there may be a lack of diagnosis and inappropriate use of medications.

In common with other countries such as Ireland, the transgendered community have less access to services than other sexual minorities. Ireland’s Health Service Executive (HSE) released a report in 2009 highlighting the lack of services available for transgendered people amongst other sexuality minorities. It stated that there is a “social stigma associated with transsexualism” and this prevents transgendered people from accessing treatments they need (11, p.33). The report also draws attention to delays and barriers experienced when transgendered people do access health services due to a gap in knowledge around specific health issues of transgendered people and experiences of prejudice by those providing the healthcare (11). This research in Bangladesh will look to see if similar issues exist, what obstacles are present for the hijra when attempting to access health services in Dhaka, where they go for treatment and why these difficulties exist.

Definitions and Labelling

An individual’s sexuality can be viewed along a fluid continuum throughout their lives. One’s sex may be labelled female, male or intersex when born and they may experience an alternative gender identity not associated with their sex as they grow up. The labelling of one’s sexuality can also vary with lines being blurred between some labels such as transgender, transvestite and transsexual for example. For the purpose of this research the following definitions will be used. For ‘transgender’: “Transgender persons (or transgenders) are individuals who feel an incongruity between their self-identified gender and their birth gender” (12, p.713). Reddy defines hijra as “phenotypic men who wear female clothing and ideally renounce sexual desire and practice by undergoing a complete castration or emasculation” (13, p.480). A distinction also needs to be made between the understanding of ‘hijra’ and ‘homosexuality’ from western and Bangladeshi points of views. Bangladeshi males do not view men who have sex with men (MSM) as homosexuals. Reasons given for MSM in Bangladesh include “ sexual attraction to other males, preference for anal sex, inaccessibility of female sex partners, avoiding unwanted pregnancy, misconceptions about transmission of STIs (sexually transmitted infections) and economic hardship” (3, p.591). Traditionally in Western culture, people who did not fit the gender dichotomy of male-female were oppressed and experienced marginalisation (7). People from the west would label the hijra as “eunuchs, homosexuals, transsexuals, hermaphrodites, and transvestites” (14, p175). As a result, when Bangladesh became part of the British Empire, western views were ingrained in their constitution. The legal implications of this will be discussed later. Despite the variety of reasons for MSM in Bangladesh in comparison to Western countries, the same health issues apply to both hijra and homosexuals.

Hijra as an Excluded Group
National policies and laws

For the hijra, the environment of rejection is upheld by the state. In order to be part of society, one invariably has to fill out a number of application forms to obtain the following: a passport, a bank account, a birth certificate. However, for the state, a gender dichotomy exists (male/female) and this goes against the fundamental rights of a hijra as a Bangladeshi citizen (1).

Under the ‘Unnatural Offences Section’ of the 1860 Penal Code the sexual act of a man having sex with another man is viewed as a criminal act: “Whoever voluntarily has carnal intercourse against the order of nature with any man, woman or animal, shall be punished with imprisonment for life, or with imprisonment of either description for a term which may be extended to ten years, and shall also be liable to fine” (15). The implementation of this law can result in an arrest with bail taking up to two years, if the courts allow. However, as the wording “against the order of nature” is not definitive, cases are rarely prosecuted. However, this does not prevent abuse, blackmail and extortion by policemen towards MSM and outreach workers (3). The fact that the hijra can face legal persecution for having sex with men adds to the stress put on their physical, sexual and mental health (3). This further challenges organisations whose aim is to provide health services for the hijra and also challenges the hijra in trying to access services. One must remember that these laws are still contemporary despite their year of creation as Bangladesh is an Islamic country where same sex relationships are not permitted. 

Another barrier to health prevention programmes involves the legal ambiguity around the Narcotics Control Act 1990. It states that anyone who carries equipment taking drugs can be imprisoned for six months at a minimum (3). This would affect those injecting hormones. Even though it is not a narcotic, carrying a needle to and from a needle exchange programme would have negative consequences for the individual if found with a needle. The fear of implementation of the Narcotics Control Act could impinge on needle exchange programmes that the hijra could avail of, in their hormone treatment of use of recreational drugs. This Act ultimately could have serious health implications in relation to the spread of disease. 

Depending on whether a transgender person is born in North America or Bangladesh, there are also variations in “how sex is institutionalised and how legal sex can be changed” (16).  The effects of this legislation in Bangladesh will be discussed in the ‘Transitioning’ sub section within the ‘Risky Behaviours’ segment.

Risky Behaviours and Associated Health Risks

Commercial Sex Work

Exclusion of the hijra has resulted in individuals partaking in risky behaviours and work practices. An increase in HIV infections have been seen amongst male injecting drug-users (IDUs) in Bangladesh (3). This may or may not include hijra. Even if it does not, they may be still at risk from injecting hormones. Both IDUs and hijra are seen as “high-risk groups” and excluded groups regardless of whether they overlap or not (3). 

In the past the hijra would have made money from bestowing blessings of fertility on newlywed couples and newborns. However, for a variety of reasons e.g. apartment blocks are not accessible as courtyards once were, the hijra have had to turn to prostitution to survive financially (13). They experience discrimination, physical abuse, verbal abuse and earn low wages for being CSWs (3). However, regardless of whether hijra are sex workers or not, the hijra community in general are victims of physical, verbal and sexual abuse (1). In the United States, many transgender women work as CSWs as it is viewed as a rite of passage and provides a sense of community, self-reliance and independence (6). Traditionally, CSW hijra are not approved of by the senior hijra in their community and normally live in a different community to those who do not engage in CSW (13). However, the CSW hijra will generally seek authorisation from their guru (sometimes after the action) and will give the money they made from the act to the guru (17).
Other related risk factors include a low level of condom use due to financial constraints and a reluctance by clients to use them, which is reinforced by the fear of the CSW hijra of violence towards them by clients. Generally transwomen are the receptive partners during unprotected anal intercourse (UAI) (6). UAI can increase one’s chances of getting STIs but some male-to-female (MTF) transgendered individuals say this makes them “feel more feminine” (6). In Islam and Conigrave’s study, they found that 99% of the hijra they sampled in Bangladesh reported having sold sex in the previous week, with only 17% of them having used a condom (18). This was borne out in a study by Khan et al. with the hijra in Pakistan (1). The median age of the subjects was twenty-four years of age and 84% of them had sold sex with at least one regular client weekly and an average of three other clients per week. Although the majority (94%) recognised a condom, 42% stated that they never required one (17). These risk factors for STIs apply to the increasingly large section within the hijra community who seek an income through commercial sex work. Fifteen thousand (15,000) hijra nationally have been estimated to be part of the commercial sex industry (19). (check this again, all 15000 are not involved in sex industry). According to the National Strategic Plan for HIV/AIDS 2004-2010, each hijra working as a commercial sex worker has between ten to thirty clients per week (20).  The fact that one CSW hijra has multiple sex partners increases the rate of sexually transmitted diseases and therefore increases the chance of contracting HIV (3). The contraction of HIV is associated with those who deviate from acceptable behaviour which leads to a double stigma for hijra that have HIV (3).  
The first case of HIV in Bangladesh was in 1989, after which national HIV-prevention programmes were put into place (19). As a result, today there is a very low HIV prevalence rate of less than 1% (3, 21). However, in a study carried out in 2006 by the Royal Tropical Institute, MSM and clients of CSWs were the sub-populations most underserved by HIV targeted interventions (22). There were only two areas identified in the whole country that had HIV targeted interventions that catered for the hijra community. These were in Dhaka and Rajshahi. The only programme that provided both the hijra with health services and IDUs with a needle exchange programme was the HIV and AIDS Targeted Intervention (HATI) which is part of UNICEF. However, it was not explicit whether these programmes overlapped between the targeted groups and if it facilitated hormone users (22). Although in a study by Clements-Nolle et al., it was found that there were very low levels of risk of HIV associated with the injecting hormones (23). This study was carried out in San Francisco where clinics offering hormone therapy were readily available. 

In a study carried out on the male population in Dhaka by Chowdury et al., it was found that 8% of the sample had suffered from STI symptoms in the previous year (21). Of this group, 59% went for treatment. Of this sub-group, 37% attended qualified physicians while 63% went to alternative health service providers. 33% this sub-group had sex while they had STI symptoms and within this sub-group, 85% did so without a condom (21). The hijra in the Khan et al. study in Pakistan reported syphilis (50%) and gonorrhoea (18%) with 38% of the whole sample having multiple infections (17). 

Hormone Usage 

In academic literature there has been no mention of the hijra using hormones although there has been mention of their use on newspaper articles or blog websites: “Some hijras may undergo hormone replacement therapy where release of testosterone has been blocked by incorporating estrogen promote sex reassignment surgery which includes amputating the male genitalia and artificial installation of female genitalia, though the procedure is expensive enough and considered as further social stigma for a transgender in Bangladesh”  (24). Due to the cost of hormones, most hijra may not be able in a position to afford them. In New York, it was reported that those using hormones in an unsupervised manner ranged from 29% to 63% (10). Non-prescribed sources of hormones include friends, the Internet, pharmacists and street vendors (10). There is a belief by some that the more hormones one takes, the faster and better the results (10). The advent of hormone usage as part of the transition process has been too recent for their long term effects to have been fully understood. These effects could include an increased chance of having breast cancer, myocardial infarction, ischemic stroke, hypertension, hyperlidemia, diabetes type 2, thromboembolism and pancreatic cancer (25,26). Hormones will decrease the libido in a MTF person, lead to erectile dysfunction and problems with ejaculation which can lead to prostatitis (26,27). They will also affect one’s mood, increase chances of hyperprolactinemia, increase the level of liver enzymes and decrease the sensitivity to insulin (10). If one is HIV positive and wants to take hormones, there may be complications and risks. No guidelines are available at present but the individual needs to recognise that there are unknown factors (25). This also leads to transgender women refusing to have HIV testing in case they will not be permitted to start hormonal therapy (6). However, it is not recommended to stop hormonal treatment while on HIV treatment. While hormones result in an MTF individual decreasing their chances for getting prostate cancer, a case of a MTF being diagnosed with prostate cancer forty-one years after her initiation of feminisation was reported in 2006 so it is still possible (26,28). If one is self-medicating with street hormones, silicone or drugs by injecting themselves, it may increase the individual’s chances of contracting HIV and Hepatitis B and C if they do not have access to a needle exchange or cannot afford to buy new needles (4).  

Silicone is also used to cosmetically feminise certain areas of the body. Both silicone and hormones are administered via a needle, a mode of administration that is related to the transmission of HIV, Hepatitis B and C (6). A phenomenon now evolving within the transgender community is the use of silicone at a “pumping party” where needle sharing occurs (6, p.364). 

Castration (Nirvan)

The hijra refer to the castration process as nirvan and is seen as “an active symbol of hijra’s essential asexuality” (13, p.495).  Through this rite of passage, they can become gain seniority within the community, signifies their religious authenticity and adds to their level of izzat (honour or respect) (1,13). However, it is not a legal procedure and takes place in private settings (29). This privacy and a lack of training for the person performing the procedure can result in the individual dying from not being able to stop the bleeding or the individual becoming infected (14,30).
Vaginoplasty

If one chooses to go through a medical procedure, there is a very small chance of them getting intraepithelial neoplasia if their glans penis is used as the neocervix. They also have a chance of getting urinary tract infections from shortened urethras. They will also need to be medically checked for vaginal cancer if they have been exposed to the Human Papillomavirus (HPV) (26).
Mental Health

Very little study has been done on the mental health of transgender people in general. Available literature has shown that there is a high level of attempts of suicide and suicidal ideation amongst the transgender community with one in five being hospitalised for a mental health condition and one in three attempting suicide (23). Almost 66% of the MTF sample was classified as depressed (23). This is not surprising considering most transsexuals have led a double-life at one point in their lives, pretending to be masculine when they do not feel that way. This in itself can lead to psychological issues (1). Discrimination experienced by MSM has also resulted in cases of suicide (3). It has also been reported that insensitivity from health care providers increases the risk of suicide within the female transgendered community (6). Those who are transgender have been found to experience higher levels of discrimination and stigma than those of other sexual orientations. For example there is a misunderstanding that they are responsible for the increase of HIV rates in the general population (6).
Transwomen may also experience rejection, hostility and aggression by family members. As a result, they may also be forced out or chose to leave their home. This increases their chances of poverty and homelessness (31). Hijra have also been excluded from attending family events such as weddings and funerals resulting in further psychological pain (1).
Many transgender people also experience many forms of violence (physical, verbal, sexual, psychological) which can affect their mental health (7). In the study by Kenagy, it was found that the transgender community sampled in Philadelphia, USA, felt uncomfortable or unsafe in public as a result of violence (7). 40% of the sample in the Khan et al. study reported having experienced physical abuse or forced sex while 45% of them experienced “sexual orientation-related discrimination” (1, p.817). Most hijra had their first sexual experience between the age of eight and twelve years of age and the majority of these acts were forced and unprotected, initiated by male members of the family, neighbours or tutors (1).
These difficult experiences can lead to the use of substances to allow an escape from the stressors that are associated with being a transgendered person (6).
Individuals with low self-esteem, infatuation attachment and other mental health issues result in a lower use of condoms in their main relationships. If the use of condoms in a relationship is mentioned it is sometimes viewed that there is a lack of trust or a risk of transmitting a disease. This may also result in violence (6).
Depression is a contributing factor to the rates of suicide in this population (6). It has also been reported that MTF transsexuals report that they fear the loss of significant relationships with their close family, partners and friends, being victims of public harassment and losing their job (12).
In a study by the San Francisco Department of Public Health AIDS Office, it was found that low self-esteem, a street lifestyle, a low education level and lack of job opportunities increased the chance of drug and alcohol abuse amongst transgender persons (32). Self-esteem could be improved if there was concordance between one’s gender identity and physical status. This is difficult if services such as hormonal therapy are not available or accessible by transgendered people (4).
Health Services

An increase in the well being of CSW hijra is predicted due to community based groups being formed recently. However it is still difficult to access programmes. This results in them not being as successful as they could be because of the social discrimination they experience and the fact that they are less likely to use a condom due to the harassment they would receive for carrying one (3). Staff who have a high level of knowledge in relation to HIV have been found to have discriminatory attitudes (33). There have been reports of “disrespectful behaviour, poor quality of care, over-charging for services, and being wrongly charged for free services provided by the Government” (3, p.589). On the other hand, health outreach staff working with the hijra also experience discrimination and harassment. However, with the work these health outreach staff does, there are ongoing successful NGO programmes for the hijra that include: “skill-building, confidence building, and counselling” (3). 

Statistics from Khan et al. found that in Pakistan, the hijra mainly sought medical treatment for STIs from private clinics (51%). They also used traditional healers (10%), pharmacies (4%) and governmental clinics (4%) (1). However, 37% sought no medical treatment. This may be because attending governmental hospitals may lead to abuse by the staff. As a result they now attend a HIV prevention clinic run by the Badhan Hijra Sangha, but this clinic is not free from discrimination either (1). There are also services provided by both HATI/UNICEF and the Bangladesh AIDS Programme run by the Family Health International (BAP/FHI). They offer voluntary counselling and testing to hijra. HATI/UNICEF also provides a full time paramedic and a part time doctor for STIs and general health issues while BAP/FHI provides a part time doctor for STI services only (22).
Other issues relating to the provision of health services to transgender communities are experienced by health care service providers having difficulty in referring transgender individuals to other providers that have reservations about working with transgender clients. If a transgendered person does access a provider that is not comfortable having them as a client, it may result in a lack of sensitivity and in a negative experience with the health care system. They may not access health services again and may stop treatment for what they initially went in for (16). Others may also refuse to access health services as a consequence of the negative experience of other individuals (6,16). Khan et al. points out that a service provider can have an “inadequate understanding about culture, gender and sexuality of the hijra, being judgemental and even frightened to treat hijra patients” (1, p.447). Some transgendered people may be asked invasive questions in relation to their sexual practices and/or have unnecessary examinations of their genitalia which does not facilitate the building of a trusting relationship between service provider and client (6,25).
Amongst the recommendations by the Gay and Lesbian Medical Association there is a suggestion that health care staff, including non clinicians, should be trained in how to make clinical environments more welcoming to transgender clients e.g. using the individual’s chosen name and pronoun (6,34). It is common for medical training in educational institutions not to include transgender health care as part of the training provided for doctors, nurses and other health professionals (4, p.413). Kenagy found within her sample that only a very low percentage had a doctor due to discrimination they experienced because of their gender identity (7). There have been situations where medical professionals have provided conflicting information when transgendered women have accessed health services (6). With appropriate training, medical professionals would have knowledge of appropriate questioning. 

Most of the literature available focuses on sexual health issues, mainly the transmission of HIV. This reflects the services provided by health programmes on the ground. However, this specificity can affect the general health of this community and frustrate individuals (6,35). It is recommended by Cobos and Jones that “health care providers should not only consider sexual risks common to all groups but also life circumstances such as mental health concerns, physical abuse, social isolation, and economic marginalisation” (25, p.342).

Significance for Research and Practice

From the literature review done for this study, no articles have been found that show research on the access to health services by the hijra in Dhaka, Bangladesh. In what has been found there has been little mention of consequences of the barriers to health care and the attitudes of the health service providers: “Compared with the general population, relatively little is known about this hard-to-reach group. Changing societal attitudes as well as activism in the transgender community, however, have allowed this group to emerge as a distinct population with unique health care needs as well as unique HIV prevention challenges” (6, p.369). Vanderleest and Galper state that “Discrimination in patient care for transgender people has been well-documented in the needs assessment literature, although there is little in the literature about provider attitudes and behaviour toward transgender people” (4, p.412). A study by Khan et al. found that there was an “extreme unavailability of health facilities for hijra” (1, p.447). This research will expand on this in a variety of ways, including further investigating the attitudes of health service providers. However, it is taken into consideration that there may be research done in other languages that have not been sourced yet, especially Bengali. 

The proposed project will be of benefit to the hijra communities in general but especially to the community that will be part of the study in Dhaka. With the results from this research, recommendations can be made on what areas of health are least accessible for treatment and what service providers are mostly contacted so that education programmes can be more informed. “Transgender people need more access to the systems that provide care to prevent and reduce the incidence of HIV, suicide, and violence in their community” (25, p.25). Through liaising with certain organisations, the research will hopefully bring specific health issues of the hijra community to the attention of the organisations.

Research Design and Methods


Describe in detail the methods and procedures to be used in accomplishing 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.  

Up to fifteen in-depth interviews with hijra and five key-informant interviews with health organisations will be aimed for over a six-week period across June and July 2010. The sample will be based in Dhaka, Bangladesh and recruitment will stop once a saturation point with data has been reached. The lead investigator will train a research assistant who can speak Bengali and English, on how to carry out the interviews. A second research assistant will be organised with the assistance of the ICDDR,B in order to gain access to the hijra community. This research assistant will have no other interaction within the data collection or translation. 
An alternative method that could be used is a questionnaire. However, the reason for not choosing this quantitative method is that it would not provide as much in depth information as an interview would. Focus groups are not used as there are private issues that may be discussed and interviews will suit these questions better. Interviews are also the best possible method as very little is known about this area of research and interviews are suited to exploratory research. 
One limitation about this method is that the student external investigator does not speak Bengali and therefore may have to train the translator in how to do interviews. The student external investigator may sit in on the first two interviews to ensure the trained translator is interviewing appropriately and probing areas for further questioning when appropriate. The student will also sit in on a random interview to ensure the level of quality is being maintained. The student external investigator will interview participants if they are fluent in English.

This study will be undertaken with the ethical approval of the Centre for Global Health Ethics Committee, Trinity College Dublin, Ireland and the Ethics Committee based at the ICDDR,B, Dhaka, Bangladesh.

Possible Risks

Vulnerability

By virtue of their sexual orientation, the hijra can be viewed as a vulnerable group. As discussed earlier, a high percentage of hijra are also CSWs. This leads to further vulnerability as CSWs experience the following: stigma and discrimination; abuse from their clients and law enforcement; and many experience poverty. CSWs are also at higher risk of ill health due to high risk (unprotected) sex, poor living conditions, malnutrition and lack of access to the health system.

Interviews carry potential risk of embarrassment, anxiety and distress in such an environment, and measures will be in place for the duration of this study – sensitive engagement, appropriate methods of consent, availability of social support – to ensure the social protection of all participants.

Actions taken to reduce risk

If sensitive issues do arise, contact details of a counsellor that is experienced in providing services to the hijra population will be provided. This counsellor will be recommended by local organisations that work with the hijra on a regular basis. Information about health clinics that do provide services to hijra will also be provided. As the lead investigator does not speak the local language, it will be necessary to employ a qualified translator who is sensitive to the vulnerability of the hijra community. This translator will also be recommended by the ICDDR,B or local NGOs, and will abide by the same rules of confidentiality as the researcher. It will be emphasised repeatedly that interviews can be terminated at any time without any penalty to the participant. 

Recruitment

Hijra

The target number of participants is fifteen with some flexibility depending on participation rates and information saturation. Since the area of research may be sensitive, purposive and snowball sampling will be used with some assistance from a research assistant that is familiar with this community. This research assistant will be organised through the ICDDR,B. Although random sampling is seen as the ideal method for sampling techniques, it would not be an efficient choice in this setting. Non-probability sampling will deliberately choose certain respondents and settings to reflect the interest of the study (Browne 2005). Participation will be voluntary and no incentives will be used. Participants selected will meet the following inclusion criteria:

1. Identify themselves as hijra

2. Over 18 years of age

Interested participants will be introduced to the lead investigator and a translating research assistant at an introductory meeting. They will be provided with verbal and written information about the research in a confidential, private setting. For individuals still interested in participating, an interview will be scheduled at least seven days after the initial introductory meeting. This will allow sufficient time for the individual to make an informed decision about whether they want to take part or not. At the scheduled interview, participants will read and sign a consent form if they choose to participate. They will be informed that they can withdraw at any time without penalty.
Health Organisations
Key-informant interviews will take place with approximately five health organisations, with more interviewed if time allows. Organisations will be selected on the basis of getting a representative sample of organisations that do and do not provide health services to the hijra community. Participation will be voluntary and no incentives will be used. Participants selected will meet the following inclusion criteria:

1. Provide health services

2. Organisation is in Dhaka

Access will be negotiated through service management. Interested participants will be introduced to the lead investigator and a translating research assistant at an introductory meeting. They will be provided with verbal and written information about the research in a confidential, private setting. For organisations still interested in participating, an interview will be scheduled at a time that is convenient for them. At the scheduled interview, the representative from the organisation will read and sign a consent form if they choose to participate. They will be informed that they can withdraw at any time without penalty. 

Data Collection

Hijra

One-on-one, in-depth interviews will be conducted by a trained research assistant in Bengali. They will take place in a private setting of convenience to the participant. The interviews may last up to 1.5 hours with breaks as required. The research assistant will use a semi-structured interview guide that will have been back translated and pilot tested for accuracy. The interview guide will be based on issues that arose from the literature review. These include: 

· Basic demographics: gender, age, level of education, faith, place of origin, sexual orientation, current health status

· Barriers they experience to accessing health care (financial, discrimination by providers, lack of availability, distance to travel, discrimination by law enforcement)

· Difference in service provision between place of origin and Dhaka

· Health care that is accessible (availability of free condoms, health information)

· Health issues that are not addressed by clinics

· Other sources of health care provision (e.g. traditional practitioners), quality of these providers, reasons for choosing them and would you return to this provider?

· General health problems (heart conditions, chest infections etc.) in the last year, services accessed, treatment received and would you return to this provider?

· Mental health problems (depression, anxiety etc.), services accessed, treatment received and would you return to this provider?

· Occurrence of STIs in the last year, services accessed, treatment received and would you return to this provider?

· Violence experienced in the last year, services accessed, treatment received and would you return to this provider?

· Hormone usage, services accessed, needle exchange programmes, treatment received and would you return to this provider?

· Health effects of castration, services accessed, treatment received and would you return to this provider?

· The unmet health needs of the community

The interviews will be recorded with the consent of respondents, to facilitate direct translation for the lead investigator to do qualitative analysis. At the end of the interview, participants will be given an information sheet with contact details for counselling, clinical and support services available in Dhaka, Bangladesh. 

Health Organisations
One-to-one, key-informant interviews will be conducted with representatives of health service organisations. They will take place in a place of convenience for the participant. These interviews will last between 30-60 minutes long. They will be guided by a semi-structure interview guide based on issues that arose from the literature review. These topics will include:

· The ethos of the organisation

· The services they provide

· Who they provide them to (are hijra included, are hijra the target population)

· If not provided to hijra, reasons for this.

· If provided to hijra, for how long, why they provide to hijra

· What are the specific  health issues of hijra

· Do they believe that hijra have difficulty in accessing services? Reasons for answer

· Is there anything in particular that would be of benefit to you to know about the hijra community in relation to the health service

The interviews will be recorded with the consent of respondents, to facilitate direct translation for the lead investigator to do qualitative analysis. At the end of the interview, participants will be given an information sheet with contact details of health service providers that do cater for the hijra population in Dhaka, Bangladesh. 

Sample Size Calculation and Outcome (Primary and Secondary) Variable(s)


The sample size includes fifteen hijra and five health service providers. This is a total of twenty interviews. This sample size has been chosen due to it being exploratory research and the time constraints involved.
Facilities Available

Describe the availability of physical facilities at site of conduction of the study. For clinical and laboratory-based studies, indicate the provision of hospital and other types of adequate patient care and laboratory support services. Identify 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.
The Badhan Hijra Sangha is a non governmental organisation that works with hijra. They have an office that can be used for interview purposes if the individual is not comfortable having an interview at their own home. 
Data Safety Monitoring Plan (DSMP)


All clinical investigations (biomedical and behavioural intervention research protocols) should include the Data and Safety Monitoring Plan (DSMP) to provide the overall framework for the research protocol’s data and safety monitoring. It is not necessary that the DSMP covers all possible aspects of each element. When designing an appropriate DSMP, the following should be kept in mind.

a) All investigations require monitoring;

b) The benefits of the investigation should outweigh the risks;

c) The monitoring plan should commensurate with risk; and

d) Monitoring should be with the size and complexity of the investigation.

Safety monitoring is defined as any process during clinical trails that involves the review of accumulated outcome data for groups of patients to determine if any treatment procedure practiced should be altered or not.


N/A
Data Analysis


Describe plans for data analysis. Indicate whether data will be analysed by the investigators themselves or by other professionals. Specify what statistical software packages will be used and if the study is blinded, when the code will be opened. For clinical trials, indicate if interim data analysis will be required to determine further course of the study. 

Once an interview is completed, it will be translated into English. A five-stage framework approached developed by the UK National Centre for Social Research will be used to ensure a comprehensive qualitative analysis of the data takes place (Green and Thorogood 2004). These stages include familiarisation, thematic analysis, indexing, charting and mapping and interpretation (Green and Thorogood 2004). The Student External Investigator will analyse the data and will read these transcripts several times to allow for familiarisation. An initial coding scheme will be established using a thematic analysis of the key themes that emerged from the data. These codes will be input into the QSR NVivo 8 software package and used across the whole data set. The software allows for all coded data to be organised in relation to themes while attached to the original source. Relationships between the data will be established by interpreting patterns.

Ethical Assurance for Protection of Human Rights


Describe the justifications for conducting this research in human participants. If the study needs observations on sick individuals, provide sufficient reasons for using them. Indicate how participants rights will be protected, and if there would be benefit or risk to each participants of the study.


As the main focus is on hijras’ access to health services, it is required that hijra are interviewed to find out what their experiences and thoughts are in relation to the barriers they face in accessing health services. The lack of access to health services available the hijra have is a major problem and violates a basic human right to health. It is hoped the findings from this research will benefit the community and that recommendations will be made to assist an increase in accessibility health services for hijra. 

Consent

The Student External Investigator will provide participants with information to read or have read to them and consider before they volunteer. Each consent form and information leaflet will be provided in Bengali and English. Information will contain contact details and encourage participants to seek clarification or further information if required. If the participant is still interested, they will be invited to participate in an interview. At the scheduled interview times, a hard copy of the information leaflet and a consent form will be given to the participants to read. Any outstanding questions or issues arising will be discussed and clarified. The Student External Investigator will then take signed consent from participant before the interview commences. If the participant cannot read or write for any reason, the information will be provided verbally and verbal consent will suffice. Anonymity of respondents and privacy of the data collected will be ensured.
Interviews will be scheduled at least seven days after participants consent to be interviewed to allow time for further reflection. The participant will be given the information and a time and date will be set that will suit the participant for the interview to take place. The consent form will be explained thoroughly at the first meeting and again at the set time for the interview. The participant will be provided their reference number and contact details of the Student External Investigator so that they can withdraw at any time. They will be offered the opportunity to view the transcripts.
Confidentiality


Participant’s Identities

Once the consent form has been signed, it will be stored separately from the interview sheets. Any referral to a participant’s comments will use a pseudonym or randomly assigned number.

Data Collected

With the consent of participants, interviews will be audio recorded. All recordings will be transcribed verbatim. The recordings will then be destroyed. Transcripts will be stored on a password protected PC. These transcripts will only be available to the Student External Investigator and the research supervisor. Participants will be offered the opportunity to view the transcripts. The data will be kept within the ICDDR,B which is a secure environment. Once finished with the original data, it will be kept in the Centre for Global Health.

Data Storage

Hard Copies

The initial data on hardcopy will be transferred to an electronic copy as soon as possible. In between the hardcopy records will be kept in a secure place within the ICDDR,B. All Information will be kept in locked storage for 5 years after the study is completed. Access will be restricted to the research supervisor.
Electronic Storage

The data received will be stored in an encrypted document requiring a password to access the computer it is on and a password to enter the document, using True Crypt software. This will only be accessible by the lead and the research supervisor. When finished with the data, it will be stored in the Centre for Global Health at Trinity College Dublin, Ireland for five years and then destroyed.

Access to Data

No one other than the lead Student External Investigator, research supervisor and translator will have access to the data collected. The translator will be present during all interviews that take place. They will be a trained translator and will sign a confidentiality contract (see attached). 

Retention and Disposal of Data

Any information gathered throughout the research will be retained for five years within the Centre for Global Health at Trinity College Dublin. After five years it will be disposed of. 

Use of Animals


Describe if and the type and species of animals to 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
Literature Cited

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


Describe explicitly the plans for disseminating the accomplished results. Describe if and how the research findings would be shared with stakeholder, identifying them if known, and the mechanism to be used. Also describe what type of publication is anticipated: working papers, internal (institutional) publication, international publications, international conferences and agencies, workshops etc. Indicate, if the project is linked to the Government of the People’s Republic of Bangladesh through a training programme or a collaborative arrangement.


The research findings will be shared with the hijra and health organisation participants, Trinity College Dublin, the ICDDR,B and Badhan Hijra Sangha,. Interested parties will be provided with the Student External Investigator’s’s contact details and they can contact her if interested in the results. The results will be made available through an electronic pdf. file or posted in hardcopy if required. Although there are no immediate specific plans to publish the accomplished results, they would ideally be published as an international
  publication. The project is not linked to the Government of the People’s Republic of Bangladesh through a training programme or a collaborative arrangement. 
Collaborative Arrangements

Briefly describe 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. 

There is an arrangement between the student external investigator’s home university institution (Trinity College Dublin, Ireland) and the ICDDR,B. The student external investigator is currently a student of an MSc in Global Health and is doing this research for completion of her thesis. Dr. Sharful Islam Khan will be her supervisor while in Bangladesh. Eilish Mc Auliffe (BSc, MSc, MBA) and Susan Bradley (BSc, PGCE, MSc.) are her supervisors within the university setting. For the purpose of any publications, each supervisor will be named as co-authors. 
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.

(Note: Biography of the external Investigators may, however, be submitted in the format as convenient to them)

1    Name: Dr. Sharful Islam Khan Salam bhai, does it need to put my details here??)
2    Present Position: 
3    Educational background:
 

       (last degree and diploma & training

        relevant to the present research proposal)

4.0 List of ongoing research protocols  

       (start and end dates; and percentage of time)

4.1. As Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.2. As Co-Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.3.   As Co-Investigator  


	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


5   Publications 
	Types of publications
	Numbers

	a. Original scientific papers in peer-review journals                               
	

	b.   Peer reviewed articles and book chapters                                                               
	

	c. Papers in conference proceedings
	

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

	e. Working papers
	

	f. Monographs
	                  


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

        1)
     
        2)
     
        3)
     
        4)
     
       5)            

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.

(Note: Biography of the external Investigators may, however, be submitted in the format as convenient to them)

1    Name: Ciara Dempsey
2    Present Position:  MSc Global Health Student, Trinity College Dublin, Ireland    
MSc in Global Health – Completion in August 2010

Trinity College, Dublin

I am currently completing the above course for the academic year of 2009-2010.

B.A International in Geography and Psychological Studies – 2.1 Honours Degree

National University of Ireland, Galway 


Sept ’02 - May ’04 &
Sept ’05 – May ‘06

University of Richmond, VA, U.S.A.


Sept ’04 - May ‘05

I also studied English and Social and Political Studies for my first year in university.
3    Educational background:
 

       (last degree and diploma & training

        relevant to the present research proposal)

4.0 List of ongoing research protocols  

       (start and end dates; and percentage of time)

4.4. As Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.5. As Co-Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.6.   As Co-Investigator  


	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


5   Publications 
	Types of publications
	Numbers

	g. Original scientific papers in peer-review journals 
	0

	h.   Peer reviewed articles and book chapters 
	0

	i. Papers in conference proceedings
	0

	j. Letters, editorials, annotations, and abstracts in peer-reviewed journals 
	0

	k. Working papers
	0

	l. Monographs
	0


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

        1)
     
        2)
     
        3)
     
        4)
     
       5)            

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.

(Note: Biography of the external Investigators may, however, be submitted in the format as convenient to them)

1    Name:      

2    Present Position:      
     
3    Educational background:
 

       (last degree and diploma & training

        relevant to the present research proposal)

4.0 List of ongoing research protocols  

       (start and end dates; and percentage of time)

4.7. As Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.8. As Co-Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.9.   As Co-Investigator  


	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


5   Publications 
	Types of publications
	Numbers

	a. Original scientific papers in peer-review journals
	     

	b.   Peer reviewed articles and book chapters 
	     

	c. Papers in conference proceedings
	     

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

	e. Working papers
	     

	f. Monographs
	     


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

        1)
     
        2)
     
        3)
     
        4)
     
       5)            

Budget Justifications

​​
Please provide one page statement justifying the budgeted amount for each major item, including the use of human resources, major equipment, and laboratory services.

     
Other Support

Describe sources, amount, duration, and grant number of all other research funding currently granted to PI or under consideration. 
N/A

Check-List
CHECK-LIST FOR SUBMISSION OF RESEARCH PROTOCOL

FOR CONSIDERATION OF RESEARCH REVIEW COMMITTEE (RRC)

(Please check (X) appropriate box)
	1. Has the proposal been reviewed, discussed and cleared at the Division level?

	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 



	If No, please clarify the reasons:      


	2. Has the proposal been peer-reviewed externally? 

	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 



	If the answer is ‘No’, please explain the reasons:      


	If yes, have the external reviews’ comments and their responses been attached

	                                          Yes             
	 FORMCHECKBOX 


	No
	 FORMCHECKBOX 


	3. Has the budget been cleared by Finance Department?

	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 



	If the answer is ‘No’, reasons thereof be indicated:      


	4. Does the study involve any procedure employing hazardous materials, or equipments?

	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 



	If  ‘Yes’, fill the necessary form.



	5.   Has the Ethics Certificate(s) been attached with the Protocol?
                                          Yes      FORMCHECKBOX 
                     No          FORMCHECKBOX 
 
If the answer is ‘No’, please explain the reasons:      


	_______________________________                                                                                                        _________                                                                                                                         Signature of the Principal Investigator
                                                                                                    Date            
                                                              




INFORMATION TO INCLUDE IN ABSTRACT SUMMARY

The Ethical Review Committee will not consider any application that does not include an abstract summary. The abstract should summarise the purpose of the study, the methods and procedures to be used, by addressing each of the following items. If an item is not applicable, please note accordingly:

1. Describe the requirements for a study population and explain the rationale for using in this special population groups such as children, or groups whose ability to give voluntary informed consents might be compromised.

2. Describe and assess any potential risks – physical, psychological, social, legal or other, and assess their likelihood and seriousness. If research methods are anticipated to create potential risks, describe alternate methods, if any, which were considered and why they will not be used.

3. Describe procedures for protecting against or minimizing potential risks and an assessment of their likely effectiveness.

4. Include a description of the methods for safeguarding confidentiality and protecting anonymity.

5. When there are potential risks to the subject, or the privacy of the individual may be affected, the investigators are required to obtain a signed informed consent from the prospective participant.For minors and individuals with compromised ability to provide a valid consent, informed consent must be obtained from their parents or legal guardians. Describe consent procedures to be followed including how and where informed consent will be obtained.

a) If signed consent will not be obtained, explain why this requirement should be waived and provide an alternative procedure that would be used.

b) If information is to be withheld from a subject, provide justification for this course of action.

c) If there is a potential risk to the participant or privacy of the individual might be affected while applying any particular procedure include a statement in the consent form to clarify whether or not compensation and/or treatment will be available.
6. If study involves an interview, describe the place and processes, and state the approximate length of the interview.

7. Assess the potential benefits to be gained or risk the individual participants might be subjected to, and also the benefits that might accrue to the society in general as a result of the planned work. Clarify if and how the benefits outweigh the risks.

8. State if the activity requires the use of records (hospital, medical, birth, death or other), organs, tissues, body fluids, the foetus or the abortus.

The statement to the potential participants should include information specified in item 2,3,4,5(c) 

 and 7, and also indicate the approximate time they would be required to remain in the activity.

Format for Consent Form
	The principles of informed consent and voluntary participation are cardinal elements to observe throughout the research experiments, including its aftermath and applied use so that the research participants are continually kept informed of any and all developments in so far as they affect them and others. However, without undermining the cardinal importance of obtaining informed consent in any way, from any participants involved in any research, the nature and form of the consent and the evidentiary requirements to prove that such consent was taken, shall depend upon the degree and seriousness of the intrusion into the concerned participant and her/his privacy, health and life generally, and the overall purpose and importance of the research. Consent for participation in research is voluntary and informed only if it is given without any direct/indirect coercion or inducement, and is based on adequate briefing given to the participants about the details of the project. Keeping these principles, the following outlines are provided for designing the consent form.


Protocol Number:  ____________________________________________________________

Protocol Title:   _______________________________________________________________

                                   _______________________________________________________________

Investigator’s name: ___________________________________________________________ 

Organization: __________________________________________________________

Purpose of the research

(Example: You are suffering from diarrhoea, which we suspect could be cholera. We do not know why some cholera patients develop muscle cramps and tetany, and others do not. To determine their cause, we are conducting a research study at this hospital that requires enrolment of 60 children and 6 adults with cholera. With the exception of closer observation by the research team and the standard treatment of this hospital, you may not receive any other benefit from your participation in this study; however, the results of this study would improve our knowledge, and thereby improve management of patients with cholera in the future)
Why are we inviting you to participate in the study? 

(Example: We are conducting the study on cholera patients, and we are suspecting that you/ your patient’s diarrhoea is due to cholera, this is why we are inviting you to help us by participating in this study)
What is expected from the participants of the research study?

(Example: If you agree to our proposal of enrolling you in the study:

· We would admit you/your patient to the research ward of this hospital, arrange for you/your patient’s appropriate treatment, and keep you/your patient admitted until diarrhoea stops. We would ask you/your patient to visit the hospital 14 day after discharge from the hospital to see how you/your patient was doing (if applicable).

· We would ask you some questions related to you/your patient’s illness, and perform you/ your patient’s physical examinations on each day you/your patient remain in the hospital, and also at the follow up visit 14 days after discharge.

· To correctly diagnose whether you/your patient are/is suffering from cholera, we would collect a sample or a specimen from you/your patient’s rectum using a cotton-tipped thin stick on enrolment to the study. We will also collect 5.0 ml (appx. one teaspoonful) of blood, from a vein on your arm on each of the following times: within first 28 hours of admission, on the 4th day of hospitalization, and at the time of discharge. The blood samples will be used for determining the concentration of various electrolytes and minerals in your blood at these time points. 

We affirm that the blood samples will not be used for any other purpose.

NOTE:

· Collection of study samples from private parts (excluding minors under the age 3 years) should only be done by a person of the same gender. 

· If the data collection from the participant(s) is done in more than one sitting or contact, and there is a long time period between the sittings/contacts, informed consent should be sought for each of those times.

· In case of research with children (below the age of eighteen years), consent should be sought from the parents/legal guardians, and assent of children aged 11-17 years should also be sought; where the parents/guardians’ consent to participate but children decline, wish of the children under such circumstances should prevail. 

· A parent or legal guardian who gives permission for a child to participate in research should be given the opportunity to observe the research as it proceeds. 

· Efforts should be made not to recruit individuals who by reason of mental or behavioural disorders are not capable of giving adequately informed consent. Guardians may give consent for individuals with temporary disability. However, once the patients are able to provide consent, the form should be applied for their consent. 

Risk and benefits

(Example: The possible, anticipated, and potential benefits and/or risks (direct/indirect, immediate/ long-term, social/physical/psychological); procedures to be followed to avoid or minimize such risks; and treatment of such events should be mentioned. For examples, other than momentary, mild pain during insertion of the needle for collection of blood, small change of temporary discoloration of surrounding skin, and rare chance of infection of blood it will not cause any other harm to you/your patient. We would take all precautions to prevent these problems, and use of sterile, disposable syringes and needles. In the event you/your patient develop any of these problems despite our preventive efforts, we would provide adequate treatment or make arrangements for appropriate treatment of the condition at another hospital and will bear all costs related to such treatment.)
Privacy, anonymity and confidentiality

(Example: We do hereby affirm that privacy, anonymity and confidentiality of data/information identifying you/your patient will strictly be maintained. We would keep all medical information, description of treatment, and results of the laboratory tests performed on you/your patient confidential, under lock and key. None other than the investigators of this research; possible study monitor, and any law-enforcing agency in the event of necessity would have an access to the information. The data/samples related to the study may be sent outside the country for analysis (only where applicable); however, any personal identifiable information will be held and processed under secured conditions, with access to limited appropriate staff of that organization.

We would be obliged to provide you/your patient’s information related to the medical condition(s) of you/your patients, treatment, or results of any or all tests performed on you/your patient, and would be happy to answer your questions about the study. You would be able to freely communicate with any investigator of this study (contact address to be provided). We would, however, like to inform you that some tests would be performed in batches (where applicable), at the end of the study, and thus their results would be available only then.)
Future use of information

In case of future use of the information collected from the study, the investigators should state that in such cases anonymous or abstracted information and data may be supplied to other researchers, which should not conflict with or violate the maintenance of privacy, anonymity and confidentiality of information identifying participants in any way.

Right not to participate and withdraw

(Example: Your/your patient’s participation in the study is voluntary, and you are the sole authority to decide for and against you/your patient’s participation. You would also be able to withdraw your/your child’s participation any time during the study. Refusal to take part in or withdrawal from the study will involve no penalty or loss of care, benefits or attention. Even if you do not enrol or withdraw from the study, you/your patient will receive the usual good care for medical condition(s) for which you/your patient have/has been admitted in this hospital (where applicable)).

Principle of compensation 

Payment for loss of earning of the study participants may be considered in case the participants require extended hospitalization or confinement only for the purpose of the research and/or reimbursement of cost of transportation for participating in the study. The amount should, however, be equivalent to the loss and not so high that the offer might influence/bias judgment regarding participation in the study. 

The participants shall also be provided free treatment for research related injuries. 

Name, contact addresses and phone numbers of the PI as well as of the IRB Secretariat should be provided in the consent form, in case participants have any query or want to know about their rights and benefits.

If you agree to our proposal of enrolling you/your patient in our study, please indicate that by putting your signature or your left thumb impression at the specified space below

Thank you for your cooperation

________________________________________
____________________

Signature or left thumb impression of participants


Date

_______________________________________

____________________

Signature or left thumb impression

 


Date

of attendant/Guardian

_______________________________________

____________________

Signature or left thumb impression of the witness


Date

_______________________________________

___________________

 Signature of the PI or his/her representative

 

Date

(NOTE: In case of representative of the PI, she/he shall put her/his full name and designation and then sign)

(Name and contact phone of IRB Secretariat, RA, M. A. Salam Khan, phone: 9886498 or PABX 8860523-32 ext. 3206).

Detailed Budget for the study titled: 
An investigation into the access the Hijra community have to health services in Dhaka, Bangladesh. 

Name of Principal Investigator:
Ciara Dempsey
Protocol Number:


_____________

Division:



_____________________________

Funding Source:


Personally funded. 
Budget:



Director: US$____________;  Indirect: US$__________;  Total: US$__________

Study period:



From: May 24th 2010 through July 16th 2010
Strategic Priority Code(s):


	Line Items
	Budget

	Payroll and Benefits:
	Name of personnel/position
	Pay level
	% Effort
	# of posts
	Monthly

Rate
	Year-1
	Year-2
	Year-3
	Year-4
	Year-5
	Total amount (US$)

	
	Translator
	
	
	
	$350
	700
	
	
	
	
	700

	
	Research Assistant/Gate Keeper
	
	
	
	$150
	300
	
	
	
	
	300

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	Sub-total of Payroll and benefits:
	1000
	
	
	
	
	1000

	Travel and transport
	Transport to and from interview sites for all involved
	70
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	Sub-total of Travel and Transport:
	70
	
	
	
	
	70

	Supply and materials
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	Sub-total of supply and materials:
	
	
	
	
	
	

	Other contractual
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	Sub-total of other contractual:
	
	
	
	
	
	

	Total direct costs:
	
	
	
	
	
	
	

	Total indirect cost:
	
	
	
	
	
	
	

	Total costs:
	
	1070
	
	
	
	
	1070


�Attach appendices


�Info?


�Regional health services health journal in Bangladesh – local access and online journals.


�Letters required


�What about translator and gatekeeper?
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