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	Project Summary
Describe in concise terms, the hypothesis, objectives, and the relevant background of the project. Also 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. 


	Principal Investigator(s): Emily Gurley


	Research Protocol Title: Reducing the risk of Nipah virus transmission from patients to caretakers

	Total Budget US$: 34, 825                   Beginning Date : 1.11.08                   Ending Date:  30.07.09

	Seven Nipah encephalitis outbreaks were identified in Bangladesh from 2001-2007. Epidemiological evidence from several of the outbreaks strongly suggests person-to-person transmission.  Investigations confirmed that family members caring for Nipah patients during illness and during and after death often had very close and prolonged exposure to saliva and other body fluids which likely transmitted the virus to caregivers.  During these outbreaks, awareness messages were developed for caregivers and community members to limit their exposure to Nipah patients and prevent transmission.  However, these messages were rooted in the biomedical understanding of disease and prioritized distance from the Nipah patient over cultural acceptability and practicalities.   Through anthropological work with Nipah caregivers and communities affected by the outbreaks, the team realized that although the messages were technically sound, they were confusing to caregivers and unrealistic in terms of local resources and cultural expectations surrounding care of critically ill loved ones.  Based on this anthropological follow-up with recipients of previous awareness messages, we propose to create an intervention comprised of culturally appropriate and feasible behavior change messages with feedback from caregivers and patients in communities and the hospital setting.  Once the intervention is developed we will provide the intervention to persons caring for encephalitis patients in the hospital setting.  We will then follow-up with these caregivers through semi-structured observation and exit interviews to understand how successful the intervention was in changing care provider behavior and why any behaviors were not adopted.
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Description of the Research Project
Hypothesis to be Tested:


Concisely list in order, the hypothesis to be tested and the Specific Aims of the proposed study. Provide the scientific basis of the hypothesis, critically examining the observations leading to the formulation of the hypothesis.


This is a pilot study and therefore this study is not designed to formally test a hypothesis 

Specific Aims:
Describe the specific aims of the proposed study. State the specific parameters, biological functions/ rates/ processes that will be assessed by specific methods.


1) To identify feasible and culturally appropriate behavior change communication messages to limit caregivers’ exposure to saliva and other body secretions 


2) To pilot a health behavior change intervention and assess its effect in altering care provider behavior in the short term

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.


Meningoencephalitis is a severe illness which can be caused by bacteria, viruses, or other non-infectious causes.  Signs and symptoms of disease vary little by the cause of disease and diagnostic testing is required to determine etiology.  Most hospitals in Bangladesh lack such diagnostic capacity.  One study conducted between 2003 and 2005 using diagnostic laboratories at Centers for Disease Control and Prevention, USA on the etiologies of meningoencephalitis in Bangladesh found that bacteria, such as Neisseria meningitidis, Streptococcus pneumoniae, and Haemophilus influenzae type b, are important causes of disease, and that Japanese encephalitis also cases significant morbidity (1).   Even after patient specimens were tested at international laboratories for >15 common causes of meningoencephalitis, the etiology of approximately 40% of all meningoencephalitis patients identified in this study remain unknown. (J. Hossain, unpublished data)

Symptoms of meningoencephalitis frequently include fever and altered mental status, seizures, or coma and mortality rates can be high, depending on the etiology of disease.  The severity of disease requires that most patients receive constant care, including assistance with all activities of daily living, which is usually provided by family members, even during hospitalization.  ICDDR,B in collaboration with the Institute for Disease Control and Research, Ministry of Health and Family Welfare (IEDCR) has conducted surveillance for patients meeting a clinical case definition of meningoencephalitis in 6 hospitals since 2006.  Some of the medical college hospitals in the surveillance see large numbers of such cases.  In 2007, Faridpur Medical College admitted 136 cases,  Rajshahi admitted 296, and Rangpur admitted 389 cases.  This surveillance has helped to identify numerous outbreaks and isolated cases of Nipah encephalitis, another important, and particularly lethal, cause of meningoencephalitis in Bangladesh.
Ill persons in Bangladesh are usually cared for in their homes by family members or close friends.  If their illness is deemed serious and treatable with allopathic medicine, and the family has resources to avail such care, the patient is often taken to hospital.  However, at government hospitals, the primary caregiver continues to be the patient’s family member who accompanied them to the hospital.  Previous studies have shown that nurses in Bangladesh provide very little hands on care to patients, both because of social stigma and insufficient numbers of health care workers in hospitals to provide sufficient care (2, 3).  In one study, 60% of all care giving in three medical college hospitals was provided by a family member (E. Gurley, unpublished data).  While the lack of support from nurses in hospitals has been criticized (2, 3), there is some evidence that this system of patient care may prevent nosocomial infections because each family member cares for only one patient only which limits the spread of disease to other patients (E. Gurley, unpublished data).  However, lack of awareness about infection control on the part of the family member caregiver can put that person at risk of infection from contact with the patient and their secretions.

Seven outbreaks of Nipah virus were identified in Bangladesh between January and May 2001 – 2007 (4-7). A total of 122 human cases were recognized; 88 (72%) died.  In Bangladesh there has been consistent evidence of person-to-person transmission of Nipah virus and approximately half of all Nipah cases were infected through exposure to another Nipah case. In the Faridpur outbreak, between February and April 2004, the outbreak spread through 5 generations of person to person transmission (8). Physical contact with a Nipah infected patient who later died (odds ration [OR] 13.4, 95% CI 2.0, 89) was the strongest risk factor for developing Nipah virus infection and washing hands with soap after contact with a patient had a protective effect. In the Thakurgaon outbreak in 2007, illness was significantly associated with being in the same room with a Nipah case when the patient had fever and altered mental status (100% versus 9.5%, odds ratio [OR] undefined, p<0.001) or was coughing (100% versus 0%, odds ratio [OR] undefined, p = 0.04) (N. Homaira, unpublished manuscript). 

Findings from anthropological investigations and case-control studies during Nipah outbreaks have identified behaviors that are likely to put caregivers at risk.  Based on findings to date, we believe that transmission occurs through large droplets, and not aerosols; indeed, Nipah virus has been cultured from oropharyngeal swabs collected from Bangladesh (9).  Therefore, behaviors which bring care givers into contact with patients’ saliva, such as sleeping in the same bed with the ill patient, wiping the patient’s saliva with the edge of a sari that the caregiver is wearing, consuming uneaten food from the patient’s plate, and not washing hands after patient contact could transmit the virus.  To interrupt the disease transmission through saliva, we have initiated prevention efforts for changing the behavior of persons who care for Nipah patients (primarily family members) so that Nipah is less likely to be transmitted from person to person.  Based on the epidemiologic findings to date, we have developed messages to discourage close physical contact with patient’s saliva and other fluids and, since the Faridpur outbreak in 2004, these prevention messages have been disseminated as part of the response to each outbreak.  The infectious disease anthropology team has returned to the site of outbreaks and spoken with affected families about their understanding of these messages and their ability to change their behavior accordingly.  Important findings include that some of the messages disseminated by the outbreak team are feasible to implement, for example not sharing food from the same plate as the ill patient, and washing hands with soap after contact.  Equally importantly, some messages were identified as infeasible to implement including having the caretaker cover their nose and mouth with a cloth when caring for ill patients, or not sleeping with an ill loved one.  

Given the fact that outbreaks have been almost a yearly occurrence since 2001, and that the natural host of Nipah virus, Pteropid fruit bats, are found all over Bangladesh, we believe that epidemics will continue (4-7) and therefore we should invest in feasible and acceptable behavior change messages to prevent transmission of Nipah to caregivers, particularly family members who provide the majority of hands on care to patient in the community as well as the hospital setting. Moreover, the risk of saliva transmission of serious pathogens is not a problem only for Nipah virus, but is relevant for other organisms transmitted by respiratory droplets, including influenza viruses.  Working to improve the safety of family caregivers in Bangladesh could potentially have broad public health benefits.  Given the importance of community prevention efforts to public health practice and policy, obtaining scientifically based evidence of the most effective ways of stimulating caregiver behavior change is essential for planning the next generation of health promotion programs and for advancing the nation’s prevention agenda.  However, studies suggest that achieving behavioral and health change is always very challenging. The general idea is that people decide what to do based on the extent to which they expect that their choices will produce results that they value (10).  Beti Thompson et. al. suggested that behavioral change is more likely when the people affected by a particular problem are involved in defining and finding solutions for that problem  (11). The major behavioral change messages to prevent person to person Nipah transmission failed during the previous outbreaks in Bangladesh in terms of changing certain care provider behaviors because due consideration of local resources and cultural norms was not given.  

We will design and test an intervention based on the Health Belief Model, a well known model for health behavior change which is based on an individual’s perceived susceptibility to and severity of disease, the perceived benefits to behavior change, barriers to this change, and their perceived ability to perform the behaviors (self-efficacy) (12). (Figure)  We believe that this particular model is most relevant to our intervention because it takes into account perceived threat of disease and modifying factors on behavior change such as education levels and material resources required for intervention as determined by socioeconomic conditions.  In addition, the behavior change desired is a short-term outcome; other behavioral models which address life-long behavior change would be less relevant.  Previous findings from discussions with Nipah caregivers revealed that messages used in the past were somewhat successful in changing perceptions of threat among caregivers, however, caregivers reported numerous barriers to implementation and lacked self-efficacy in many suggested behaviors.  The goal of this study will be to identify how to minimize as much as possible the barriers to change (both material and cultural) and maximize self-efficacy and perceived benefits of change.  
It is important to mention that the goal of this intervention will not be to eliminate the risk of transmission from patients to family member caregivers.  This goal would be unrealistic in any scenario but especially here, given the responsibilities faced by caregivers and the setting in which care giving occurs.  However, most Nipah patients do not transmit the virus to others so we believe that any steps to limit care provider exposure to saliva in particular would have a beneficial effect.  As previously mentioned, in the Faridpur outbreak, persons who washed their hands with soap after exposure to a Nipah patient were less likely than others to develop Nipah illness themselves, even in the absence of any formal intervention.
Figure. Health Belief Model Components and Linkages from Health Behavior and Health Education: Theory, Research and Practice, 2nd Edition, Ed. Glanz, Lewis, and Rimer, p.48 (12)
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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.  

Specific Aim 1: To identify culturally appropriate behavior changes messages to encourage family members who care for encephalitis patients to limit their exposure to patient body fluids, especially saliva  
Methods: The first stage of this study will focus on refining behavior change communication messages for care givers, that is, the family member(s) providing direct care to patients at home and in the hospital, and formalization of an intervention.  We currently have a set of educational messages designed over the course of the last 4 years which address perceived threat of disease in caregivers and promote specific behavior changes to prevent disease.  However, we already know that these messages are imperfect and we have some ideas about how to make them more culturally sensitive and feasible in the community setting based on feedback from some communities who previously experienced an outbreak.  Our first task will be to review the messages based on the Health Belief Model framework to ensure that the messages are factually accurate and will be persuasive and feasible to caregivers, based on the feedback from communities we currently have in hand.  The messages should be few in number, easy to remember, and feasible to implement.  We will limit the number of messages pertaining to perceived threat to 2 and the number of actual suggested behaviors to 4.  The suggested behavior changes will be those deemed most culturally appropriate and feasible based on our experience to date with the messages in outbreak settings and those most likely to have the greatest impact on limiting exposure to saliva and other patient secretions, based on current knowledge.  We will then incorporate these messages into an intervention where short demonstrations will be involved and a small card depicting the promoted behaviors will be developed.  We will then take these refined messages to families and communities where encephalitis patients have been identified in the past 6 months to get further feedback from them on how successful such an intervention might be, based primarily on their practical experience in caring for such patients.

Below are the likely components of the intervention and some potential candidates for behavior messages:

Messages designed to address perceived threat of disease: These will include a brief summary of infectious disease and the findings we have from Bangladesh about risk of infection to care givers.  There will be a maximum of 2 messages to address this.

Behavior change messages: These will include hand washing with soap, not sharing food or eating utensils with patients, and perhaps some recommendations for cleaning patients, sleeping arrangements, or limiting physical proximity of the face of the patient and the caregiver.  Messages will be presented as positive behaviors in conjunction with the benefits of such behavior, such as ‘Do behavior a in order to...’ and the specific cue for each behavior (cues to action) will also be provided, such as, ‘When the patient awakes in the morning…’  There will be a maximum of 4 messages here.  Each message could be up to 4 sentences long as the purpose of the verbal communication is to help caregivers understand why changing behaviors is important.
In addition to delivering verbal messages, we will reinforce the messages with demonstrations where appropriate (hand washing, for example) and with pictures depicting the behavior.  We will create a small card for the care giver to keep with pictures representing the behaviors we suggest and one line messages in Bangla.  After presentation of this card, the caregiver will be requested to repeat the messages back to the person delivering the intervention to ensure that they have understood the messages.  The caregiver will also be encouraged to ask any questions they have regarding the information they have received.
Study participants
First we will review a line list of patients presenting to Rangpur Medical College Hospital meeting a clinical case definition of meningoencephalitis over the past six months.  This line list is currently maintained by our local study coordinator as part of the Nipah surveillance project.  Our case definition is: new onset of fever with either seizures or altered mental status and indication for lumbar puncture; patients reporting a history of multiple episodes of seizures suggesting epilepsy will be excluded.  We will then choose a sample of patients to include in our exploration of acceptability and feasibility of the messages included in the intervention.  These patients will not necessarily have Nipah infection, but this is not important.  Patients with meningoencephalitis have very similar clinical features and would require very similar care, regardless of the cause of disease.  The sample will consist of 20 patients, 10 adults and 10 children, of whom at least 5 adults and 5 children are currently living, and both sexes should be represented in each group.  We will include both adults and children and both sexes because cultural expectations and practicalities of patient care may vary between these two groups.  We will choose both living and deceased patients because these outcomes might also influence caregiver perceptions about behavior change.  In addition, living adult cases may be able to provide insights into their perceptions of feasibility and acceptability of specific care giving practices.  The sample will be chosen to promote efficient data collection; that is, cases will also be chosen based on physical proximity to the hospital and to one another.  In 2007, a mean of 32 encephalitis patients were admitted to Rangpur Medical College Hospital each month so we do not anticipate any problems in identifying suitable candidates for the study from this hospital.
In-depth discussion
Each patient/patient’s family will be visited in the community, based on addresses collected as part of the encephalitis study ongoing at this hospital.  First, in-depth discussions (n=20) with the persons identified as being the primary care givers during the patient’s illness will take place.  Primary care givers will be those who provided the majority of hands-on care during the illness, including during the hospital admission.  This may be more than one person but is unlikely to be more than 2 people.  Care givers will be asked to provide informed oral consent for participation (Appendix A), which will be documented by the taped interview.  After consent is given, the researcher will deliver the intervention to each care giver, or both care givers together if more than one person provided care.  Following this, care givers will be asked to provide feedback on 1) basic understanding of the messages provided, 2) feasibility of the behavior changes suggested, and 3) their likelihood of using the suggested behaviors when caring for a sick person in the future.(Appendix B)  Probing around these issues will include the primary components of the Health Belief Model which are the perceived threat of disease and the barriers to implementing behavior change, including lack of self-efficacy.  Care givers will be asked to describe in detail the barriers to behavior change and exchanges between the care giver and researcher will focus on feasible ways to overcome these barriers based on respondent experience.  These discussions will take approximately 1 hour each and will be tape recorded, transcribed and translated into English, and entered into Atlas ti software.
In-depth discussions will also be conducted with surviving adult patients who are competent (i.e. not suffering from cognitive impairment resulting from illness) to participate in such discussions.  This will be at least 5 people but less than 10.  The focus of these discussions will be a bit different than those with care givers.  After informed consent is given verbally (Appendix C), researchers will deliver the intervention to the person who recovered from the illness and will then ask them about how they would react to the proposed changes in care.  For example, if their caregiver slept with their feet by the patient’s head, instead of their head at the same end of the bed as the patient, would be patient be offended?  Any behaviors which would not be welcomed by the patient will be explored in detail to determine the exact nature of the behavior that is unacceptable and whether there are any ways to make the behavior more acceptable from the patient’s perspective. (Appendix D)  These discussions will take approximately 30 minutes and will also be tape recorded, transcribed and translated into English and entered into Atlas ti for analysis.

Focus group discussions
In addition to these in-depth discussions with persons who provided care in the past and patients, we’ll conduct 2 focus group discussions with persons aged 18 years or above currently providing care to seriously ill patients at Rangpur Medical College Hospital.  The goal of these focus group discussions will be to understand generally if the behavior change suggestions are feasible and acceptable in this group.  Their perspective will differ from community participants because they are currently involved in providing care.  Eligible participants will include those caring for patients hospitalized for either meningoencephalitis or severe respiratory disease (pneumonia).  We will include care givers of pneumonia patients for 3 reasons: 1) although Nipah typically presents at encephalitis, there is also a primary pulmonary presentation which is very similar to pneumonia thus making this group relevant to the Nipah prevention agenda, 2) including these care givers minimizes the risk that there will be insufficient numbers of care givers available at the hospital to participate in the discussion, and 3) this will give us some insight into feasibility of these messages within the context of other respiratory disease outbreaks, such as influenza.  Each group will include 6-10 participants and the session will take approximately one hour.  The intervention will be presented to the group and then the group will be asked to change how they care for their patients based on these messages.  The specific behaviors included in the intervention will be listed and the group will be asked to rank them in terms of convenience and acceptability.  The researcher will probe about how these behaviors compare with current caring practices, and specifically why participants feel the messages are convenient or acceptable, or not. (Appendix E)  All participants will be asked to provide informed consent for participation in the study (Appendix A) and this will be documented verbally on the recording of the session.  These discussions will be tape recorded, based on consent from participants, transcribed, and summarized for translation into English.
Finalization of the behavioral intervention
Transcriptions of the in-depth and focus group discussions will be entered into Atlas ti and analyzed with the specific goal of identifying which parts of the behavior change messages require improvement.  The study investigators will review the data collected from the first stage and revise the intervention accordingly; this could include revision of a particular message or deleting specific behavioral suggestions.  At the end of this stage of the study an intervention consisting of 2 messages to address perceived susceptibility and threat and a maximum of 4 messages proscribing culturally appropriate and feasible behavior changes with applicable demonstrations will be agreed upon by the group for use in the second stage of the study where the intervention will be piloted and its effectiveness assessed.

Specific Aim 2: To pilot a health behavior change intervention and assess the effectiveness of this educational intervention in altering care provider behavior in the short term
Methods: We will take the intervention developed in the first stage of the study and provide it to 15 family members caring for patients meeting a case definition for meningoencephalitis at Rangpur Medical College Hospital.  On the day of admission, we will identify patients meeting our clinical definition of meningoencephalitis and we will deliver the intervention to the person(s) who will provide care to the patient during their hospital stay.  We will then observe patient care practices in the 5 days following the intervention and note whether or not the caregiver(s) exhibits the behaviors promoted in the intervention.  After 5 days, or upon discharge of the patient, an exit interview will be conducted with the care giver to get feedback on their experience with the suggested behaviors and any barriers to performing the behaviors proposed in the intervention.  If the patient dies in the hospital, the family will be contacted in their home after two weeks from the day of death for a follow-up interview.
Study population

Any person providing care to a patient admitted to Rangpur Medical College Hospital meeting our case definition of meningoencephalitis will be eligible for the study (case definition already provided).  Each day, newly admitted encephalitis patients will be sought and their caregiver(s) will receive the intervention.  This process will continue until 15 patients have received the intervention.  

The intervention and assessing behavior change (semi-structured observation)
We will approach each care giver on the day of admission and present them with the behavior change intervention.  This will take approximately 15- 20 minutes.  Every day thereafter, up to 5 days after admission, observers who are unknown to the patients and caregivers (i.e. not the person who provided the intervention) will observe the caregiver for 5 hours per day during times when, based on our previous experience, a significant amount of caregiving takes place.  This would include 1 hour in the morning when the patient and care giver awaken, 2 hours before and during the main meal of the day, 1 hour during visiting hours after rounds, and 1 hour at night to observe sleeping arrangements and nighttime care.  A semi-structured observation form will be used based on the behaviors of interest in the intervention and compliance with health messages will be measured for each care giver.  A draft of what the form will look like is in Appendix F but it will be revised during the study to reflect the messages incorporated into the piloted intervention.  Observers will record any behaviors of interest during the session as well as those specifically described in the structured part of the form.  Care givers may recognize that their behavior is being observed; it will be public behavior in the hospital setting.  However, they will not be aware that we are recording their behaviors as part of this study.  We believe that this is the only way to reliably document success of the intervention. 
If the caregiver is absent during the observation period, this will be noted by the observer and if the caregiver is absent during the whole observation session, no caregiving practices will be observed during that session.  If a new caregiver who did not receive the intervention is providing care during the observation, the observation will not be taken.  If caregivers who received the intervention leave the hospital before the 3rd day of hospitalization or are not able to be located for an exit interview they will be excluded from the study and a new caregiver will be enrolled to reach the sample size. 
Exit interviews

On the day of discharge or 5 days after patient admission an exit interview will be conducted with the care giver to disclose to them our observations and discuss barriers to implementing the behaviors covered in the intervention; we will seek oral consent for participation in this interview and use of the observations in the study (Appendix G).  In case there have been 2 persons providing care to the patient, the person who spent the majority of time with the patient will be asked to participate in the interview, however, all persons observed will be asked to provide consent for use of the observation.  If a patient dies in hospital before 5 days have passed, we will still approach the care provider for an exit interview, but this will be done at their home 2 weeks after the death.  The patient’s address will be taken from the medical records.  We do not want to exclude these caregivers because they have cared for extremely ill persons and they might face specific challenges with changing behavior that others do not.  After the final observation a short summary of the care provider practices will be made in preparation for the exit interview.  During the exit interviews we will tell caregivers that we anonymously observed their care giving practices in an effort to determine if our intervention was successful; no value judgments will be placed upon their compliance, it will be framed entirely in terms of the success of the intervention.  We will then ask their permission to use these observations as part of our study to improve the intervention to keep care givers safe from infection.  In addition, we will ask their opinion on the intervention materials and methods and their experience with any behaviors that they adopted. (Appendix H) This exit interview should take approximately 30 minutes and will be tape recorded, transcribed, and translated into English.
Data collectors
Interviews will be conducted by Research Officers who are trained in qualitative techniques and infectious disease.  They will receive additional training on clinical presentation of meningoencephalitis, Nipah virus transmission, basic infection control theory, and behavior change before the study begins.  This training will be provided by the Principal Investigator.  One Research Investigator who is an anthropologist will accompany the Research Officers when they begin collecting data at each stage of the project to closely supervise the team and ensure that challenges to the study are handled appropriately.  This Research Investigator will also oversee data collection in the field, transcriptions and translations, and will work with the Principal Investigator and the Research Officers to develop a code list for data analysis.
Sample Size Calculation and Outcome Variable(s)


Sample size (for assessing the intervention) 

	             Methods

Phases
	In-depth exploration of the messages  
	Focus group discussion 
	Observation 
	Exit interviews

	Formative phase 
	Approx. 25
	2
	0
	0

	Intervention pilot 
	0
	0
	15 patients, 5 days of observation per patient
	15


The outcome of interest for the first specific aim (formative phase) is a culturally appropriate and feasible behavior change intervention, primarily composed of behavior change communication messages.  The outcome of interest for the second aim (intervention pilot) is to determine if a small pilot intervention in the hospital setting is successful in changing care giver behavior.
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.  


This is both a community-based and a hospital-based study that will be carried out in Rangpur Medical College Hospital and its catchment area.  We have established links with the local government officials in Rangpur and the Medical Collage is one of our encephalitis surveillance hospitals where a team from ICDDR,B is works with local medical staff to identify cases and clusters of encephalitis.  Study participants will be selected from existing data on encephalitis cases.
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 elements. 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 practised should be altered or not.


The investigators will monitor field data collection and field notes will be reviewed regularly. 
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. 

Formative Research: Specific aim one
Data that we will gather from exploring the messages through in-depth individual and group discussions as part of formative research of specific aim one will be analyzed immediately after the completion of the data collection to modify the messages; the second stage of the study cannot begin until these data are analyzed and changes incorporated into the intervention.  Discussion transcripts will be coded based on themes of the appropriateness of messages provided, perceived barriers to behavior change including perceived threat of disease, and cultural acceptability of messages.  Based on the findings, any messages, graphics, or demonstrations found to be ineffectual, inappropriate, or not feasible will be reviewed by the team and at that time, it will be either revised or removed from the intervention.
The entire data set will be analyzed later on at the end of the study to write scientific papers. As data collection are completed, a coding system will be developed by the investigators and other researchers involved in data collection for content analyses.  The coding system will be based on the initial research questions and objectives, theoretical concepts, as well as emergent themes. The intervies will be entered into a word processing program compatible with use in Atlas.ti, a text-organizing program and texts will be coded in Atlas.ti.  In order to ensure the validity of the coding, a sample of texts will be double coded by two individuals. Clippings of codes will be analysed always with the broader research objectives in mind.  Data will be analyzed at an ideational level, with an overall concern of the degree to which research themes show patterns within and across groups of respondents.   

Data from pilot intervention: Specific aim two
There will be two sets of data from this part of the study: the semi-structured observation notes and the transcript of the exit interviews.  The structured portion of the observations will be entered into an Excel spreadsheet for analysis and the notes will be typed and translated into English for coding in Atlas.ti.  Short summaries of the notes and the structured part of the observation forms will be prepared before the exit interview so that the major findings from the observation may be used as a basis for discussion with caregivers during this interview.  The exit interviews will be entered into a word processing program compatible with use in Atlas.ti, a text-organizing program and texts will be coded in Atlas.ti.  The same methods described above for interviews will also be used here.  The data will be analyzed from two different perspectives.  First, based on the observations and exit interviews, did care givers use behavirs promoted in the intervention?  Second, if not, why?  Answers to both of these questions will be found in both data sets and they will be considered as a whole.  The data set will be considered as a group, and obsevation and exit interviews from specific participants will be compared to summarize findings from each caregiver.  
Ethical Assurance for Protection of Human Rights


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


This study will take full measures to insure the safety and protection of human subjects. We will affirm that the privacy, anonymity and confidentiality of data/information identifying the respondent will strictly be maintained. We will not use real names of respondents in transcripts and the respondent’s name or address will not appear in any form. The information that the respondent will share with us will remain 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 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. No identifying information will be used in any scientific papers or data dissemination. We will transcribe interviews and will destroy the taped interview after completion of the study. 

We will require informed consent to participate in this study, with verbal documentation for consent. (Appendix A, C, G)  Participants will have the right to choose not to participate and stop giving information at any stage.  Informed consent forms will be read out to each respondent in Bengali, and the respondent will have the opportunity to ask any questions before agreeing to volunteer. Written consent will not be taken since providing written consent can be intimidating for rural women/men. Usually, written consent implies something serious such as legal property documents or signing a consent for a medical procedure like an operation. Therefore, in cases where there is no or very little risk involved, asking for a written consent will only serve to increase the burden and stress of the consent process for the participant. Besides, many persons asked to participate may not be able to read or write. Therefore, getting a written consent from these people would be meaningless. Asking for a thumb print for something that they couldn't even read themselves would not be a functional improvement upon verbal consent.  Indeed, the International Ethical Guidelines for Biomedical Research Involving Human Subjects published by the Council for International Organizations of Medical Sciences in Guideline 4 states that signed consent may be waived if the study poses minimal risk and if the procedures of the study would not require written consent outside of the study process.  Therefore, considering the local context and international guidelines, we will collect verbal informed consent from participants.  Verbal consent will be obtained before beginning the interview, but once the interview has begun and the session recording begins, we will ask respondents to repeat their verbal consent for participation in the study.
The study will not be conducted on sick individuals, however, the relatives of the sick individuals will be one of our sample population with whom most of the discussion will be on preventing physical contact with the patients. Since the provision of care here is rooted in emotional supports and expectation for family members is to maintain close physical contact during illness, most of these discussions will be sensitive and could be emotionally difficult, especially if the discussion relates to caring for a family member who has died. 

We will not require consent for observing care giver behaviors in the hospital, but we will require consent to use them as part of our study.  These are public behaviors and telling the participants that they are being observed prior to observation could bias their behavior.  We will fully disclose our observations to the subjects after the observational phase and they will have the right to refuse participation in the study, including the observational data.

There might be some risk of infection to research staff involved in this study as they will spend a significant amount of time in the hospital observing patients and care givers.  However, this risk will be similar for anyone visiting any hospital and they will not have any contact with patients.  They will be encouraged to wash their hands with soap frequently during the study observation.

We expect that during the observations in the hospital we will observe behavior which may pose some increased risk to patients and/or caregivers, such as sharing food, not washing hands with soap, or sleeping face-to-face.  Based on previous observations we have conducted in the hospital setting, these behaviors are extremely common among patients, their attendants, and hospital staff.  It is not our intention to intervene when these behaviors are observed; indeed, it is not the intention of the intervention to eliminate all risk behaviors.  Rather, our goal is to understand what behaviors occur and those we can change to decrease risk.  If we intervene when we observe any behavior which could transmit disease, the team would spend all day with staff and caregivers and we would lose the ability to evaluate normal behavior and to test a potentially life-saving intervention.  In addition, we will not know the cause of each individual case of encephalitis and therefore we would not be able to determine which caregivers might be at risk from which behaviors.  It is important to note that this study will not take place during an outbreak when caregivers might be expected to be at higher risk for infection.  Indeed, if any outbreak of severe disease is identified during the second phase of the study, the study will be stopped and all caregivers will be receive the intervention and continual support to reduce risk of infection.
Use of Animals


Describe in the space provided the type and species of animals 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.


Animals will not be used in this study.  
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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 the People’s Republic of Bangladesh through a training programme.


Regular meetings of investigators will be held to discuss findings and analyze data; indeed, until the findings from the first stage of the study are shared with all investigators and the intervention amended we cannot continue on to the second stage of the study.  Important results and conclusions will be disseminated through journal articles and presentations at national and international conferences and meetings.  A dissemination workshop will be carried out at the conclusion of the study.  

There are many local groups which will be interested in the findings and conclusions of this study.  These data will be relevant to anyone responding to outbreaks of encephalitis or other outbreaks of severe illness, including severe respiratory disease.  This would include government collaborators and those working for pandemic influenza preparedness.  We will first communicate our results to our collaborators in the government who are primarily responsible for these preparations, and will then work to share our findings with other interested groups.

If the approaches piloted are effective and practical, then they will be integrated into the outbreak response for subsequent outbreaks. If the approaches are unsuccessful, our assessment will be complete enough that the cause for their ineffectiveness will be understood.  This represents an important scientific contribution, a contribution that future efforts can build upon. Moreover, since we envision evaluating multiple different opportunities for prevention, the lack of success in one area will not undercut effective independent strategies in another area.

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. 

This study will include collaboration with Institute of Epidemiology and Disease Control Research, (IEDCR), Govt. of Bangladesh, and Rangpur Medical College Hospital as part of the ongoing collaboration between ICDDR,B and IEDCR on Nipah surveillance and outbreak response.  In addition we will utilize technical and financial support from the Centers for Disease Control and Prevention (Atlanta, USA).  The relationship between CDC and ICDDR,B is governed by a Cooperative Agreement (5U51CI000298-05.  
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: Emily Gurley
2    Present Position: Deputy Head, Programme on Infectious Diseases and Vaccine Sciences, ICDDR,B
3    Educational background:
 

       (last degree and diploma & training

Master of Public Health, Emory University, 2002

        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
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4.3.   As Co-Investigator  


	Protocol Number
	Starting date
	End date
	Percentage of time

	2007-002
	February 2007
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	5%

	2007-010
	February 2007
	February 2010
	5%

	2007-021
	May 2007
	June 2008
	5%

	2007-031
	July 2007
	August 2008
	5%

	2007-045
	September 2007
	June 2009
	5%

	2007-056
	November 2007
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	5%

	2008-001
	March 2008
	March 2009
	5%


5   Publications 
	Types of publications
	Numbers

	a. Original scientific papers in peer-review journals                               
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	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
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       (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

	2007-021
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4.3  As Co-Investigator  


	Protocol Number
	Starting date
	End date
	Percentage of time

	2006-54
	Jan 2007
	Jan 2008
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	2007-031
	December, 2007
	Oct, 2007
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5   Publications 
	Types of publications
	Numbers

	g. Original scientific papers in peer-review journals
	2

	h.   Peer reviewed articles and book chapters 
	     

	i. Papers in conference proceedings
	     

	j. Letters, editorials, annotations, and abstracts in peer-reviewed journals
	2

	k. Working papers
	     

	l. Monographs
	     


1.   2006: Luby S, Rahman M, Hossain MJ, Blum L, Husain MM, Gurley ES, Khan R, Rahman S, 

       Nahar N, Kenah E, Comer JA, Ksiazek TG. Evidence for Foodborne Transmission of    

       Nipah Virus, Bangladesh. Emerg Infect Dis.2006;12(12):1888-1894.
2. 2004: Blum L.S. and  Nahar N "The Cultural and Social Context of Dysentery: Implications for the Introduction of a New Vaccine," published in Journal of Health and Population and Nutrition, vol. 22, no. 2 June 2004, page 159-169.

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: Stephen P Luby 

2    Present Position: Head, Programme on Infectious Diseases and Vaccine Sciences.
University of Texas  Southwestern Medical School at Dallas


MD, 1986 

University of Rochester  Strong Memorial Hospital 



Internship and residency in Internal Medicine. 

Centers for Disease Control -- Epidemic Intelligence Service 1990

Completed Preventive Medicine Residency 1993.
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)

  As Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	2003-024
	1 Sep 2003
	31 Dec 2006
	5

	2005-026
	1 Oct 2005
	31 Dec 2006
	5

	2005-023
	1 Feb 2006
	31 Dec 2007
	5

	2006-043
	1 Nov 2006
	31 July 2007
	5

	2007-003
	1 May 2007
	31 Apr 2008
	3

	2007-002
	1 May 2007
	30 Sep 2008
	5

	2007-010
	1 July 2007
	30 Sep 2008
	5

	2007-004
	1 May 2007
	30 Sep 2008
	1

	2007-030
	1 Sep 2007
	31 Dec 2008
	5


As Co-Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	2003-024
	Jun 2004
	June 2006
	5

	2003-002
	June2003
	Dec 2006
	5

	
	
	
	

	
	
	
	


4.3  As Co-Investigator  


	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


5   Publications 
	Types of publications
	Numbers

	m. Original scientific papers in peer-review journals                               
	118

	n.   Peer reviewed articles and book chapters                                                               
	9

	o. Papers in conference proceedings
	1

	p. Letters, editorials, annotations, and abstracts in peer-reviewed journals  
	4

	q. Working papers
	0

	r. Monographs
	0


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

1: Hossain MJ, Gurley ES, Montgomery JM, Bell M, Carroll DS, Hsu VP, Formenty P, 

Croisier A, Bertherat E, Faiz MA, Azad AK, Islam R, Molla MA, Ksiazek TG, Rota PA, Comer JA, Rollin PE, Luby SP, Breiman RF.  Clinical presentation of nipah virus infection in Bangladesh.

Clin Infect Dis. 2008 Apr 1;46(7):977-84.
2: Gurley ES, Montgomery JM, Hossain MJ, Bell M, Azad AK, Islam MR, Molla MA, Carroll DS, Ksiazek TG, Rota PA, Lowe L, Comer JA, Rollin P, Czub M, Grolla A, Feldmann H, Luby SP, Woodward JL, Breiman RF.  Person-to-person transmission of Nipah virus in a Bangladeshi community. Emerg Infect Dis. 2007 Jul;13(7):1031-7.

3: Sejvar JJ, Hossain J, Saha SK, Gurley ES, Banu S, Hamadani JD, Faiz MA, Siddiqui FM, Mohammad QD, Mollah AH, Uddin R, Alam R, Rahman R, Tan CT, Bellini W, Rota P, Breiman RF, Luby SP.  Long-term neurological and functional outcome in Nipah virus infection.

Ann Neurol. 2007 Sep;62(3):235-42.

4: Luby SP, Rahman M, Hossain MJ, Blum LS, Husain MM, Gurley E, Khan R, Ahmed BN, Rahman S, Nahar N, Kenah E, Comer JA, Ksiazek TG.  Foodborne transmission of Nipah virus, Bangladesh. Emerg Infect Dis. 2006 Dec;12(12):1888-94.

5: Epstein JH, Field HE, Luby S, Pulliam JR, Daszak P. Nipah virus: impact, origins, and causes of emergence. Curr Infect Dis Rep. 2006 Jan;8(1):59-65.

Biography of the Investigators

1    Name


: Md. Jahangir Hossain

2    Present position

: Assistant Scientist/Senior Medical Officer, CSD, ICDDR,B

3    Educational  background
:

       (last degree and diploma & training

          relevant to the present research proposal)

MSc (Epidemiology)
London School of Hygiene & Tropical Medicine (LSHTM)  
1998

Postgraduate Diploma
London School of Hygiene & Tropical Medicine (LSHTM)  
1998

MBBS

Dhaka Medical College Hospital



1991

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

	2006-013
	May 2006
	May 2008
	5

	2006-012
	May 2006
	April 2010
	5

	2004-035
	May 2005
	September 2008
	5


4.2. As Co-Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	
	
	
	


4.3.   As Co-Investigator  


	Protocol Number
	Starting date
	Ending date
	Percentage of time

	2005-026
	November 2005
	
	10

	2007-02
	March 2007
	
	5

	2006-054
	February 2007
	
	5

	2007-04
	January 2007
	
	5

	     2007-045
	October, 2007
	December 2008
	               5

	
	
	
	


5   Publications 

	Types of publications
	Numbers

	a)   Original scientific papers in peer-review journals                               
	12

	b)   Peer reviewed articles and book chapters                                                               
	

	c)   Papers in conference proceedings
	1

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

	c) Working papers
	2

	b)  Monographs
	


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

1. M. Jahangir Hossain, Emily S. Gurley, Joel M. Montgomery, Michael Bell, Darin S. Carroll, Vincent P. Hsu, P. Formenty, A. Croisier, E. Bertherat, M. A. Faiz, Abul Kalam Azad, Rafiqul Islam, M. Abdur Rahim Molla, Thomas G. Ksiazek, Paul A. Rota, James A. Comer, Pierre E. Rollin, Stephen P. Luby, and Robert F. Breiman. Clinical presentation of Nipah virus infections in Bangladesh. CID. 1 April 2008, Vol. 46, No. 7: pp. 977-984

2. Sejvar JJ, Hossain J, Saha SK, Gurley ES, Banu S, Hamadani JD, Faiz MA, Siddiqui FM, Mohammad QD, Mollah AH, Uddin R, Alam R, Rahman R, Tan CT, Bellini W, Rota P, Breiman RF, Luby SP. Long-term neurological and functional outcome in Nipah virus infection. Ann Neurol. 2007 Sep;62(3):235-42.

3. Gurley ES.  MJ, Hossain MJ, Bell M, Azad AK,  Islam MR, Molla MAR, Carroll D, Ksiazek TG, Rota PA, Lowe L, Comer JA, Rollin P, Czub M, Grolla A, Feldmann H, Luby SP, Woodward JL, Breiman RF. Person-to-person transmission of Nipah virus within a Bangladeshi Community. Emerging Infectious Diseases. 2007 Jul;13(7). 1031-37

4. Gurley ES, Montgomery JM, Hossain MJ, Islam MR, Molla MA, Shamsuzzaman SM, Akram K, Zaman K, Asgari N, Comer JA, Azad AK, Rollin PE, Ksiazek TG, Breiman RF. Risk of nosocomial transmission of nipah virus in a Bangladesh hospital. Infect Control Hosp Epidemiol. 2007 Jun;28(6):740-2. Epub 2007 May 11.

5. Luby SP, Rahman M, Hossain MJ, Blum LS, Husain NM, Gurley E, Khan R, Ahmed B, Rahmin S, Nahar N, Kenah E, Comer JA, Ksiazek TG. Evidence or Foodborne Transmission of Nipah Virus, Bangladesh. Emerging Infectious Diseases. 2006 December; 12 (12): 1888-94.

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: Nusrat Homaira

2 Present Position: Research Investigator, PIDVS, HSID, ICDDR,B (seconded to IEDCR as outbreak investigation officer)

Master of Public Health, James P. Grant School of Public Health

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)

None.       

5   Publications 
	Types of publications
	Numbers

	s. Original scientific papers in peer-review journals
	0

	t.   Peer reviewed articles and book chapters 
	     

	u. Papers in conference proceedings
	     

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

	w. Working papers
	     

	x. Monographs
	     


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

        1)
. Nusrat Homaira, Mahmudur Rahman, M. Jahangir Hossain, Imtiaz Ashraf Chowdhury, Rebeca Sultana, Rasheda Khan, Be-Nazir Ahmed, Shakila Banu, Kamrun Nahar, Goutam Poddar, Emily S. Gurley, Pierre E. Rollin, James A. Comer, Paul Rota, Thomas G. Ksiazek, Stephen P. Luby. Nipah outbreak with person to person transmission in Bangladesh,2007 (abstract published in the Abstract book of the 56th annual meeting of American society of Tropical Medicine and Hygiene held in Philadelphia, USA 2007) 

        2)
Stephen P. Luby,  Mahmudur Rahman,  M. Jahangir Hossain, Be-Nazir Ahmed, Emily Gurley, Shakila Banu, Nusrat Homaira, Pierre E. Rollin, James A. Comer, Paul Rota, Joel Montgomery, Thomas G. Ksiazek. Recurrent Nipah Virus Outbreaks in Bangladesh, 2001-2007 (abstract published in the abstract book of the 56th annual meeting of American society of Tropical Medicine and Hygiene held in Philadelphia, USA 2007)
        3)
Nusrat Homaira. Who Cares about safety: abortion practices in a health facility of Bangladesh (abstract published in the abstract book of the 4th Asia pacific conference on Reproductive and Sexual Health and Rights held in Hyderabad, India , 2007.
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: Shahana Parveen

2    Present Position: Research Investigator, 
Program on Infectious Diseases and Vaccine Sciences

3    Educational background: Masters of Social Science in Anthropology, 

   Jahangirnagar University, Savar, Dhaka

       (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

4.5. As Co-Principal Investigator

4.6.   As Co-Investigator  


	Protocol Number
	Starting date
	End date
	Percentage of time

	2007-014
	01-07-08
	31-12-08
	100% (July ’07-April ’08)

50% (May ’08-Dec ’08)

	     
	     
	     
	     

	     
	     
	     
	     


5   Publications 
	Types of publications
	Numbers

	y. Original scientific papers in peer-review journals
	1

	z.   Peer reviewed articles and book chapters 
	     

	aa. Papers in conference proceedings
	     

	ab. Letters, editorials, annotations, and abstracts in peer-reviewed journals
	2

	ac. Working papers
	     

	ad. Monographs
	     


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

1) Mary B. Hadley M, Lauren S. Blum, Saraana Mujaddid, Shahana Parveen, 
Sadid Nuremowla, Mohammad Enamul Haque, Mohammad Ullah. Why Bangladeshi nurses avoid 'nursing': Social and structural factors on hospital wards in Bangladesh. Social Science & Medicine. 2007 (64): 166-1177

2) Nahid Kalim, Iqbal Anwar, Shahana Parveen, Aasma Afroz, Nazneen Akhtar, Nargis Farhana, Marge Koblinsky. Enabling Environment for Home-based Skilled Birth Attendants: Evidence from 2 NGO Programmes in Bangladesh, 2007 (abstract published in the Abstract book of the 11 th Annual Scientific Conference (ASCON) held in ICDDR, B, Dhaka, Bangladesh 2007)

        3)
Kavita Sethuraman, Lokesh Sujjarappa, Nandita Kapadia-Kundu, Ruchira Naved, Alka Barua, Prachi Khoche, Shahana Parveen. November 2007. Delaying the first pregnancy: A survey in Maharashtra, Rajasthan and Bangladesh. Economic & Political Weekly, November 3, 2007.   

Budget

	Personnel
	per month
	% time
	no months
	Total

	Emily Gurley-PI
	4800
	10%
	8
	0

	Research Investigator
	1100
	50%
	8
	4,400

	Research Officers
	650
	400%
	8
	20,800

	Subtotal
	
	
	
	
	25,200

	
	
	
	
	
	

	Supplies
	
	
	
	
	

	Tapes, batteries, and stationary
	
	
	75

	Intervention supplies
	
	
	
	50

	Subtotal
	
	
	
	
	125

	
	
	
	
	
	

	Travel
	
	
	
	
	

	ICDDR,B transport
	
	
	
	6,000

	Local Travel
	
	
	
	500

	Per diem
	
	20
	
	120
	2,400

	Subtotal
	
	
	
	
	8,900

	
	
	
	
	
	

	Other
	
	
	
	
	

	Funding for illustrations/photos
	
	
	600

	
	
	
	
	
	

	Total
	
	
	
	
	34,825


[image: image1.png]apl/w 2907 - 2F

chowdhusy
Coordinator




*Overhead on these funds has already been paid per the cooperative agreement with CDC.
Budget Justifications

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

Salary support for the Principal Investigator has been covered through other sources so is not included here.
One Research Investigator will be required at 50% time to train and supervise the field team in data collection, transcription, translation, and entry.  This person will also contribute to data analysis and manuscript writing.  The additional co-investigators on this project will provide 5% of their effort to this study for their role in the project, mentioned previously.  All of these co-investigators have their salary covered 100% through other research activities so they do not require salary support from this study.

Four Research Officers will work full-time for 8 months to collect, transcribe, translate, enter, and code data and assist with data analysis.
The team will require some support for batteries, tapes, and stationary for data collection.  

We have budgeted 12 weeks of travel time in the field using ICDDR,B transport at $500 per week.  We anticipate providing per diem for approximately 100 days in the field at $20 per day.
We have included $600 for support of developing intervention materials, such as photos or illustrations.
Other Support

Describe sources, amount, duration, and grant number of all other research funding currently granted to PI or under consideration. 
The principal investigator receives 10% of her salary from a World Bank funded project through the end of December 2008.  The remainder is covered through ICDDR,B’s cooperative agreement with the Centers for Disease Control and Prevention, USA.
Timeline

	 
	Nov
	Dec
	Jan
	Feb
	Mar
	Apr
	May
	June
	July
	Aug

	Behavior communication messages and supporting tools (pictures and demonstrations) are suggested by the group for formative research
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Identify eligible candidates for in-depth interview in the community
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Conduct in-depth discussion
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Conduct focus group discussions in the hospital
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Transccribe and translate interviews and group discussions
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Review data collected during intervention design
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Investigation group finalizes intervention for pilot
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Intervention piloted with 15 caregivers at Rangpur Medical College and Hospital
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Semi-structured observations
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Exit interviews conducted with care givers
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Data transcription and entry
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Data analysis and manuscript writing
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Local dissemination of findings
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 


Comments from Reviewer #1
Specific aim 2: Methods:

1) The family member is the caregiver in the hospital.  I know that is obvious to everyone in Bangladesh (and the ERC) but just a FYI that when you mention caregiver in a hospital, I made a different assumption

We have included language in the background to make clear that we are targeting patient family members.  We have also clarified in the methods as well.
2) Because I didn’t understand who the caregiver was, it was only after I read the subsequent sections that I understood that you will wait until a pt is admitted, then do the training and observe for 5 days.  It reads as if you will do the training unrelated to pt admission (for example with HCWs).

We have included language in the methods to clarify this point.
Dissemenation and use of findings, third paragraph:
Do you think you will be able to tweeze out whether one message worked and others didn’t?

Since each message will be designed to change one specific behavior, we believe that we’ll be able to observe whether or not this specific behavior changes, and thus, whether or not one particular message worked or not.  Through interviews, we’ll be able to determine why particular messages did or did not change behavior.

Also, do you think the HCWs in the hospital should also be trained since they may reinforce good or bad behavior?

We know from ongoing studies that health care workers often do not follow basic infection control measures, either because of lack of training, policies, or infrastructure.  While we plan to design such interventions for health care workers in the future, the current study will focus only on family member caregivers since they provide the majority of care to patients in the hospital as well as in the community, and by testing two interventions at once, it would be difficult to understand how each contributed to changed behaviors.   

Reviewed by Alicia Fry, MD

Centers for Disease Control and Prevention, USA

Comments from Reviewer #2

Summary

The proposed study aims to create culturally appropriate messages designed to promote safe caring practices and provide these messages to caretakers of encephalitis patients in a hospital setting.  Studies have shown that caring practices of ill patients are potentially dangerous, involving very close and prolonged exposure to saliva and other body fluids which can potentially transmit virus to caregivers.  Decreasing dangerous caring practices will reduce the risk of transmission from patients to caretakers.  

The research methods are appropriate to carry out this important study.  My comments are as follows:

Comments

Background

· While the background section focuses on Nipah encephalitis, the study will include all types of encephalitis cases.  It would be appropriate to include more background information on encephalitis rates and patient care in Bangladesh.  

Yes, because we will be unable to distinguish between patients based on etiology, we will include caregivers of any meningoencephalitis patient.  We have included some background about meningoencephalitis in Bangladesh.

Methods

· It is not clear how the study team will determine and develop the most appropriate messages.  It seems that the present composition of the study team lacks expertise related to communications/message development necessary to go through this process (from data results to message development) most effectively.  

We agree that assistance from someone with a background in health communication would be useful.  We have added a co-investigator to provide this kind of expertise to the study.  

· Assistance will also be needed to develop illustrations that will be used as visual aides to the messages.

Yes, we will have assistance from our co-investigator with the health communication expertise and have included additional funds in the budget to engage local artists or photographers as needed for making the intervention materials.

· In the past messages conveyed have focused on dangerous practices and behavioral changes to avoid these practices.  In the future, it is recommended to develop messages that combine the recommended changed behavior with the potential health benefits.  (e.g. Caretakers and other family members will remain healthy if they do not share glasses with sick patients)

We agree and will construct the messages to promote a behavior along with the benefits of that behavior.  Language has been added to this effect.

· The methods section should include a description of the interviewers, their training and supervision.   

We have included a section on data collectors.   

· It is more ethically appropriate to inform the caretakers that they will be observed prior to observations.  Given the long timeframe involved in observations, it is unlikely that those people being observed will change their behavior due to the presence of the observer.

We will be observing public behavior and believe that informing the caregivers of our observation could change their behavior.  It is true that it is unlikely that they will change their behavior for 5 full days.  However, our observations will occur only over short time periods during these 5 days.  Although the observer will be unknown to the caregivers, if they realize that someone is watching them, them may change their behavior while the observer is present during these short time periods.  For this reason, we will not obtain consent before observing their behavior.

· In my view, it is an ethical obligation to intervene if a behavior that poses a big risk to the caretakers is observed during the study. 

Caregiver safety is the primary motivator for this study and we do not want to put caregivers at risk.  We will be including caregivers of patients with meningoencephalitis and the cause of their diseases will be unknown and likely will vary by participant.  Disease may be transmitted through various routes, or not at all, depending on etiology and since we won’t know the etiology, we will not be able to determine what poses a ‘big’ risk for each specific caregiver.  However, all caregivers will have been provided with the intervention messages which, if followed, should decrease their risk of infection if their patient has a transmissible disease.  Although we know handwashing with soap can prevent Nipah infection, if we intervene every time a caregiver does not wash their hands we’ll never know if our intervention works.  It should be noted that this study will not be carried out in the setting of an outbreak as we would work with all caregivers during an outbreak to limit its spread.  If any kind of disease outbreak is detected during the study in this geographical area, we will stop the study and intervene as appropriate with all patient caregivers.

Budget and Timeline

· While you indicate that three research officers will work 8 months, salary coverage for four officers is included in the budget.  

We have changed 3 to 4.

· There is not indication in the budget justification how the other investigators will contribute or how their salaries will be covered.  

The contribution of each co-investigator is located in the table listing the co-investigators and some additional details have been provided in the budget justification along with their salary support details.

· It would be very helpful to include a timeline to indicate how the work will be completed over the course of the eight month study period.   

The timeline was mistakenly left out of the protocol.  It has now been added.

Reviewed by Lauren Blum, PhD, MPH

Appendix A:

Informed consent form for individual and focus group discussion with caregivers

Protocol Number:  2008-040

Protocol Title:   Reducing the risk of Nipah virus transmission from patients to caregivers
Investigator’s name: Emily Gurley

Organization: ICDDR,B

Purpose of the research

You are currently providing care for someone with a serious illness or have done so in the very recent past.  We have found through past studies that sometimes people who care for these kinds of patients sometimes get sick themselves.  Sometimes, through contact with secretions from the patient they can get an infectious disease.  We are conducting a study to try and understand how people caring for very sick patients can protect themselves from these diseases.  Our intention is to promote safer caring practices among caregivers.

Why selected 

Since you have experience in caring for a severely ill patient, we want you to participate in this study.

What is expected from the patients/respondent?

If you are interested to participate in our study:

· We will take a few minutes to describe for you the kinds of behaviors that we would like to suggest for care givers and why we think those behaviors would be beneficial.

· We would then ask you some questions about your thoughts on our suggested behaviors.  We would like to know if you find them useful or practical or not and why.  This will take about 30 minutes.

Risk and benefits

The risks to you in participating in this study will be minimal.  We will take your time and may ask you questions about caring for your loved one when they were very sick.  This might create some emotional stress for you to remember that time.  There will be no direct benefits to you for participating in this study.  However, if we can understand from you if our messages are useful or not, then we could help prevent other caregivers like you from becoming ill in the future.  

For FGD: Your participation in this study will not in any way affect the care you or your patient receives in this hospital.

Privacy, anonymity and confidentiality

If you agree to talk with us today we would like to record the conversation.  This recording will be used for our study purposes only to help us remember exactly what you have said.  Although we may use your name in our discussion together, we will not use your name in any other part of our study.  What you say to us will only be used for our study and your personal information will not be shared with others.

Right not to participate and withdraw

Your participation is completely voluntary.  You may choose not to participate with us or may choose to end our discussion today at any time.

Principle of compensation 

You will not be provided any compensation for your time for participating in our study.

If you agree to our proposal of enrolling in our study, please tell us so.  Once we begin recording our conversation we will ask you again to state your agreement to participate for our records.  I will give you a copy of this form, and at the bottom are phone numbers for two people at ICDDR,B whom you can contact anytime if you have questions about this research study or your participation in this study.

 Thank you for your time and cooperation.

In case you have any questions regarding this study or your rights or benefits as a participants you may contact our study investigator Ms. Shahana Parveen, phone: 988-1761 or the ICDDR,B committee coordination secretariat M. A. Salam Khan, Phone,  9886498 (direct) or 8860523-32, extn. 3206}.

Appendix B:

In-depth discussion guide for caregivers
During our work in infectious diseases, we have sometimes seen that persons providing care for sick patients become sick themselves.  They become infected from the patients they care for.  We would like to help prevent some of these infections.  Therefore, we have created some messages to promote changes in the ways that care is provided to patients.  Since you have experience in caring for someone who is very sick, we are interested in your feedback on the behaviors that we will promote.  The messages we want to give you are:

Interviewer will now present the draft intervention, consisting primarily of health education messages with some demonstrations.

Do you think that you would have been able to use this advice when caring for (your patient)?  Why or why not?  Probe about each of the behaviors promoted in the intervention messages.
Would you have been reluctant to perform any of these behaviors while caring for the patient?  Why or why not?

Would there be any possible difficulties/barriers with caring for your patient with these behaviors?  What are they specifically?  How might they be overcome?

Based on our discussion today, what do you think about the messages and their use?  Probe about all positive and negative feedback.
If you were going to care for another person in the future, do you think that you would be able to do these behaviors?  Probe specifically about each behavior.
Appendix C: 
Informed consent form for individual discussion with patients

Protocol Number:  2008-040

Protocol Title:   Reducing the risk of Nipah virus transmission from patients to caregivers
Investigator’s name: Emily Gurley

Organization: ICDDR,B

Purpose of the research

You recently experienced a serious illness.  We have found through past studies that sometimes people who care for patients with serious illnesses sometimes get sick themselves.  Sometimes, through contact with secretions from the patient they can get an infectious disease.  We are conducting a study to try and understand how people caring for very sick patients can protect themselves from these diseases.  Our intention is to promote safer caring practices among caregivers.

Why selected 

Since you have experienced a serious illness, we want you to participate in this study to provide your thoughts on caregiving practices.

What is expected from the patients/respondent?

If you are interested to participate in our study:

· We will take a few minutes to describe for you the kinds of behaviors that we would like to suggest for care givers and why we think those behaviors would be beneficial.

· We would then ask you some questions about your thoughts on our suggested behaviors.  We would like to know if you find them useful or practical or not and why from your perspective as an ill person.  This will take about 30 minutes.

Risk and benefits

The risks to you in participating in this study will be minimal.  We will take your time and will ask you questions about when you were sick.  This might create some emotional stress for you to remember that time.  There will be no direct benefits to you for participating in this study.  However, if we can understand from you if our messages are useful or not, then we could help prevent other caregivers from becoming ill in the future.  

Privacy, anonymity and confidentiality

If you agree to talk with us today we would like to record the conversation.  This recording will be used for our study purposes only to help us remember exactly what you have said.  Although we may use your name in our discussion together, we will not use your name in any other part of our study.  What you say to us will only be used for our study and your personal information will not be shared with others.

Right not to participate and withdraw

Your participation is completely voluntary.  You may choose not to participate with us or may choose to end our discussion today at any time.

Principle of compensation 

You will not be provided any compensation for your time for participating in our study.

If you agree to our proposal of enrolling in our study, please tell us so.  Once we begin recording our conversation we will ask you again to state your agreement to participate for our records.  I will give you a copy of this form, and at the bottom are phone numbers for two people at ICDDR,B whom you can contact anytime if you have questions about this research study or your participation in this study.

 Thank you for your time and cooperation.

In case you have any questions regarding this study or your rights or benefits as a participants you may contact our study investigator Ms. Shahana Parveen, phone: 988-1761 or the ICDDR,B committee coordination secretariat M. A. Salam Khan, Phone,  9886498 (direct) or 8860523-32, extn. 3206}.

Appendix D:

In-depth discussion guide for adult patients

Recently, you suffered from a serious illness.  We are glad that see that you are recovering.

We frequently work with persons who have had illnesses similar to yours and the persons who care for these sick patients.  In our experience, we have sometimes found that the people caring for patients sometimes get sick themselves; they become infected from the patients.  We would like to be able to prevent some of these diseases in care givers.

We have some ideas about ways that care givers could protect themselves from infection while still providing good care to their loved ones.  We would like to share our ideas with you today to get your view point as a patient.  We want to know from you how you would feel about the suggestions we make.  We want to know your thoughts on how practical our advice is and if there might be any negative consequences for the care giver or patient from these behaviors, in your opinion.  These are the message we want to provide for care givers:

Interviewer will now present the draft intervention, consisting primarily of health education messages with some demonstrations.

Based on your experience as a patient, what do you think about the care giving messages we have presented here?  If you care giver used these behaviors when caring for you, would there be any problem or negative outcome?  Why or why not?  Probe about each of the behaviors promoted.

From what we have told you, do you believe that a caregiver should use these behaviors?  Why or why not? Probe about each of the behaviors promoted.

If you were caring for a patient in the future, would you be willing to adopt these behaviors?  Why or why not? Probe about each of the behaviors promoted.

Appendix E: Focus group discussion guide

During our work in infectious diseases, we have sometimes seen that persons providing care for sick patients become sick themselves.  They become infected from the patients they care for.  We would like to help prevent some of these infections.  Therefore, we have created some messages to promote changes in the ways that care is provided to patients.  Since you have experience in caring for someone who is very sick, we are interested in your feedback on the behaviors that we will promote.  The messages we want to give you are:

Person leading the discussion will now present the draft intervention, consisting primarily of health education messages with some demonstrations.  The behaviors suggested in the intervention will be listed, using pictures as well as words and participants will be asked to rank the behaviors in terms of convenience and acceptability.
Discussion leader will probe about all reasons given for the ratings of convenience and acceptability.
After this session you will be returning to your loved ones to care for them.  Are you willing to commit to using the behaviors we have suggested today when caring for your patient?  Why or why not?  Probe for each specific behavior mentioned.

Appendix F: Semi-structured observation in hospitals
Name of observer:

Caregiver ID:

Ward number:

Bed number:

Date of observation:

Time observation begins:

Time observation ends:

Observation notes: (record behaviors related to the intervention and any barriers observed to performing the tasks)

After the observation is complete, enter one of the following compliance codes for each behavior:

1= caregiver was fully compliant with the behavior, 2= caregiver performed this behavior sometimes, 3= care giver was never seen performing this behavior, despite opportunities to do so, 4= care giver was never seen performing this behavior, but there was no opportunity/it was not appropriate to do so.

	Behaviors
	Compliance code

	Behavior 1
	

	Behavior 2
	

	Behavior 3
	

	Behavior 4
	


Appendix G: 
Informed consent form for observation and exit interviews

Protocol Number:  2008-040

Protocol Title:   Reducing the risk of Nipah virus transmission from patients to caregivers
Investigator’s name: Emily Gurley

Organization: ICDDR,B

Purpose of the research

You are currently providing care for someone with a serious illness or have done so in the very recent past.  We have found through past studies that sometimes people who care for these kinds of patients sometimes get sick themselves.  Sometimes, through contact with secretions from the patient they can get an infectious disease.  We are conducting a study to try and understand how people caring for very sick patients can protect themselves from these diseases.  Our intention is to promote safer caring practices among caregivers.

Why selected 

Since you have experience in caring for a severely ill patient and also received some training on how to care for these patients, we want you to participate in this study.

What is expected from the patients/respondent?

When your patient was admitted in the hospital you were visited by someone from our research team.  They provided you with a small training on how to provide care to your patient and reduce the risk of disease to your self.  Although you did not know it, we have been watching you over the past 5 days (the last 5 days of your hospital stay) to see if the training we provided to you was useful.  This was not a test for you; rather it was a test to see if our training is useful to you.  We would like for you to help us to understand if our training was useful to you and why or why not.

If you are interested to participate in our study:

· We will ask your permission to keep the notes we took about well you were able to perform the behaviors we suggested to you when you were admitted.

· We would then ask you some questions about your thoughts on our suggested behaviors.  We would like to know if you find them useful or practical or not and why.  This will take about 30 minutes.

Risk and benefits

The risks to you in participating in this study will be minimal.  We will take your time and may ask you questions about caring for your loved one when they were very sick.  This might create some emotional stress for you to remember that time.  There will be no direct benefits to you for participating in this study.  However, if we can understand from you if our messages are useful or not, then we could help prevent other caregivers like you from becoming ill in the future.  

Your participation in this study will not in any way affect the care you or your patient receives in this hospital.

Privacy, anonymity and confidentiality

If you agree to talk with us today we would like to record the conversation.  This recording will be used for our study purposes only to help us remember exactly what you have said.  Although we may use your name in our discussion together, we will not use your name in any other part of our study.  What you say to us will only be used for our study and your personal information will not be shared with others.

Right not to participate and withdraw

Your participation is completely voluntary.  You may choose not to participate with us or may choose to end our discussion today at any time.

Principle of compensation 

You will not be provided any compensation for your time for participating in our study.

If you agree to our proposal of enrolling in our study, please tell us so.  Once we begin recording our conversation we will ask you again to state your agreement to participate for our records.  I will give you a copy of this form, and at the bottom are phone numbers for two people at ICDDR,B whom you can contact anytime if you have questions about this research study or your participation in this study.

 Thank you for your time and cooperation.

In case you have any questions regarding this study or your rights or benefits as a participants you may contact our study investigator Ms. Shahana Parveen, phone: 988-1761 or the ICDDR,B committee coordination secretariat M. A. Salam Khan, Phone,  9886498 (direct) or 8860523-32, extn. 3206}.

Appendix H:

Exit interviews guide with caregivers in hospital
When you arrived at this hospital, my colleague provided you with some information about caring for your patient.  During our work in infectious diseases, we have sometimes seen that persons providing care for sick patients become sick themselves.  They become infected from the patients they care for.  We would like to help prevent some of these infections.  Therefore, we have created some messages to promote changes in the ways that care is provided to patients.  These were the messages that we gave to you.  What we want to know it how useful these messages were for you and if you were willing and able to perform the behaviors we talked to you about on the day you arrived.  These were: x, y, z, a.

Over the past 5 days, from time to time, one of our other colleagues who was unknown to you, watched your behavior to see if you were doing the behaviors we talked to you about.  Don’t worry, this was a not a test for you, it was a test of our messages.  Based on what we observed, we noticed that you (either performed behaviors well, had difficulty with one or more behaviors, or did not perform any behaviors).  We would like to ask you about your experience with our messages and hear more from you about why you did or did not perform the behaviors we suggested.
Go through each suggested behavior.  Did you face any difficulties faced in terms of doing the behavior a, b, c? (Will each be asked separately)  Ask about motivation, cultural appropriateness or feasibility of performing the behavior.  Probe for why or why not for each behavior.

If you care for a patient in the future, would you use these behaviors?  Why or why not?

Do you have any other suggestions about how to improve the messages that we gave you to make them more easily understood or promote their practice?
Document the relationship between caregiver and patient: how are they related?  Why did this person accompany them to the hospital?
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.

______________________________                                __________________
Signature of the Principal Investigator
                                           Date
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