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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): Stephen Luby


	Research Protocol Title: A pilot study to reduce pandemic influenza risk by improving respiratory hygiene



	Total Budget US$: 203,057

Beginning Date : 1-Dec-2008                     Ending Date: 30-Sep-2009

	Highly pathogenic avian influenza A (H5N1) virus was detected among Bangladesh poultry in late February, 2007. In Bangladesh the first human case with influenza A (H5N1) infection was found in January 2008 and reported in May 2008. With its high human density and extensive commercial and backyard poultry rearing activities, Bangladesh is a high risk country for the emergence and rapid spread of pandemic influenza.  In the event of a new strain of influenza virus emerging that was readily transmitted from person to person, the development and deployment of a vaccine would be too slow to control a pandemic.  Due to the potential for emergence of oseltamivir-resistant influenza viruses, antivirals could become ineffective.  Although there is mention of non-pharmaceutical interventions to reduce the spread of respiratory disease in pandemic preparedness plans, there are no current activities or feasible plans for rapid implementation of these interventions during a pandemic.  In resource-poor settings like Bangladesh, non-pharmaceutical interventions may be the main intervention against an imminent pandemic threat.
We hypothesize that existing respiratory hygiene practices are conducive to transmission of respiratory infections; the main determinants of respiratory hygiene practices are social norms, culture, beliefs and perceived risk of illness and the main determinants of handwashing practices are socio-economic status, culture and perceived benefits. The objectives of this study are to assess respiratory hygiene, to develop and pilot scalable interventions to improve respiratory hygiene and to promote handwashing with soap or ash or soil in densely populated communities in Bangladesh. This study will be qualitative in nature to explore perceptions and existing practices regarding respiratory hygiene and handwashing in Bangladesh. Qualitative tools such as free listing exercises, focus group discussions, unstructured observations, structured observations, in-depth interviews and pocket voting will be employed to collect data. Based on findings from the qualitative study, the study team will develop communication messages to improve respiratory hygiene and handwashing practices. We will pilot these messages, then revise and pilot them again before selecting the final interventions. We envision developing a practical model that can be implemented across Bangladesh.  
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Health Communication
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Medical Epidemiology

Provide topic expertise on influenza prevention, and framing the intervention within the broader influenza preparedness response




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.


1. Current respiratory hygiene practices in Bangladesh are conducive to transmission of respiratory infections
2. The main determinants of respiratory hygiene practices are social norms, culture, beliefs and perceived risk of illness  

3. The main determinants of handwashing practices are socio-economic status, culture and perceived benefits
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) Assess respiratory hygiene in densely populated communities in Bangladesh
2) Develop and pilot a scalable intervention to improve respiratory hygiene 
3) Develop and pilot an intervention that promotes handwashing with soap or ash or soil
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.


Three influenza pandemics occurred in the 20th century: 1918 H1N1 ‘Spanish Flu’, 1957 H2N2 ‘Asian Flu’ and 1968 H3N2 ‘Hong Kong Flu’. The pandemic of 1918 is estimated to have killed more than 40 million people in less than one year. The next two pandemics were milder, each with 1–4 million estimated deaths. In 2003, the first confirmed human case of avian influenza A/(H5N1) was reported to WHO. The greatest pandemic threat is now from the widespread panzootic of avian influenza A/(H5N1) viruses among poultry that have also caused human infections. While poultry-to-human transmission of influenza A/(H5N1) is evident, limited non-sustained human-to-human transmission is believed to have occurred. As of September 2008, 387 confirmed human cases of influenza A/( H5N1) in 15 countries have been reported to WHO since 2003 claiming 245 lives [1]. Experts estimate that the next pandemic may cause more than 1 billion cases of illness and up to 7.4 million deaths [2]. While the previous pandemics started abruptly without warning, history and the current influenza panzootic in poultry provide a warning to prepare for the next pandemic.
Highly pathogenic avian influenza A (H5N1) virus was detected among Bangladesh poultry in late February, 2007 [3]. In Bangladesh the first human case with influenza A/(H5N1) was found in January 2008 and reported in May 2008 [4]. With its high human density and extensive commercial and backyard poultry rearing activities, Bangladesh is a high risk country for the emergence and rapid spread of pandemic influenza. In the event of a new strain of influenza virus emerging, which is readily transmitted from person to person, the development and deployment of a vaccine would be too slow to control a pandemic. Due to the difficulty in distributing a restricted medication to millions of people many of whom live in remote areas and the potential for emergence of oseltamivir-resistant influenza viruses, antiviral medication may have limited effectiveness [5]. In addition, we have to consider the expense and cost-benefit in order to plan for the procurement and distribution of vaccines and anti-viral to the population. In resource-poor settings like Bangladesh, non-pharmaceutical interventions may be the main intervention against an imminent pandemic threat. 

There is limited scientific evidence on non-pharmaceutical public health interventions for influenza [6]. Experts have strongly recommended routine handwashing and respiratory hygiene/cough etiquette, however, among other non-pharmaceutical interventions to curtail human-to-human disease spread [6, 7]. 
Viruses can be transmitted on surfaces by aerosols from infected persons and people can inoculate themselves by picking up viruses by touching contaminated objects and surfaces. Improvements in respiratory hygiene can reduce the risk of respiratory disease transmission by airborne droplets during coughing and sneezing. Hands may have a potential role in the spread of respiratory viruses [8]. Influenza A/(H5N1) virus was isolated from faeces in a fatal case of H5N1 in a four year old boy presenting with diarrhea in Vietnam [9]. In a meta analysis of published studies handwashing with soap  reduced the risk of respiratory disease by an average of 16% [10]. A controlled trial of handwashing in Pakistan reported 50% lower incidence of pneumonia among under 5 years of age children in households using soap than the children in control households [11].  The SARS (severe acute respiratory syndrome) outbreak was controlled without a vaccine, but with aggressive generic interventions to reduce transmission including handwashing [12, 13].  More than ninety percent of the population in Hong Kong practiced public health measures such as wearing masks, frequent hand washing and disinfection of living quarters at that time. Similarly, during the SARS outbreak in Taiwan, an integrated infection control strategy including handwashing was successful in minimizing nosocomial infection  among healthcare workers [13].
The U.S. Centers for Disease Control and Prevention (CDC) recommends three measures to prevent the spread of germs from coughing: 1) covering the nose and mouth when coughing or sneezing, 2) using tissues to contain respiratory secretions and dispose of them in the nearest waste receptacle after use and 3) washing hands after having contact with respiratory secretions and contaminated objects [14]. In Bangladesh disposable tissues are a luxury and are unaffordable to the millions living in poverty. CDC recommends that, if a person does not have a tissue, they should cough or sneeze into their upper sleeve, not their hands [15].

Handwashing is one of the few public health interventions that has been promoted universally. Most hand hygiene programs recommend handwashing with soap, because the data on the health benefit of handwashing is from intervention studies that demonstrated improved health in groups randomly assigned to soap and handwashing promotion [16, 17].  Handwashing practice is a habit shaped by culture. Socio-economic factors impact handwashing methods practiced in Bangladesh [18]. An observational study reported that 41% of observed women used water alone, 38% used soil, 19% used soap and water, and 2% used ash after defecation [18]. One study found that people who washed their hands with ash had less fecal bacteria on their hands than persons who only washed with water [19].  When rigorously evaluated the association between hand microbiology and health outcomes has been variable and quite weak [20]. If ash is an effective substitute for soap in handwashing, then it could be included into recommendations for general and respiratory hygiene in Bangladesh.  If ash is not effective, then it would be best to focus messages on soap. 
Habits are ingrained and sustained behaviors, often developing in childhood. While they are learned early in life, there are opportunities for change [21]. Behavioral practices are influenced by social and cultural factors. It is important to understand the behavior within the social, cultural and environmental context in order to develop culture-sensitive interventions. Many public health interventions have failed because they did not take into account the existing practices, ideas and preferences. Qualitative studies help to gain insight into people’s view of any public health issues. They also let us understand the drivers of behavior and the facilitating factors as well as the key barriers.
Formative research is essential for answering questions imperative for developing any intervention to cause measurable changes in hygiene related behavior; it can help to identify: most prevalent risk practices to prioritize practices for intervention, members of the community to be addressed, perceptions to motivate behavior change and the channels and material of communication [22]. Different formative research methods that can be employed for hygiene promotion include structured and unstructured observations, focus group discussions, in-depth interviews and behavioral trials. A comprehensive conceptual model for categorizing factors determining health-related behavior has been described by Curtis et al [23]. This model has incorporated planned, motivated, habitual and environmental determinants of behavior for handwashing with soap. Planned behavior occur as a plan to achieve some long-term objectives such as good health, religious/supernatural objective and socialization of children; a habit is a learnt, automated , cue-based behavior and motivated behavior aims at short-term reward. Disgust, nurture, status, affiliation, attraction, comfort and fear were the motivations for the child caregivers. Environmental factors that influence behavior were divided into three components; social, physical and biological. Social factors influencing caregiver handwashing behavior included local culture, beliefs, traditions and norms; physical factors included water, soap and toilets; and biological facotrs include lack of time and energy for handwashing. Findings from a study on heathcare workers suggested that patterns of handwashing behavior develop in early childhood and handwashing behavior can be categorized into inherent handwashing practice and elective handwashing behavior [24]. Inherent handwashing practice occurs when hands are visibly dirty or feel sticky or gritty and perceived as posing risk to oneself. Elective handwashing behavior occurs when a contact is not perceived as a threat and therefore does not elicit intrinsic response with immediate desire to wash hands.   
Although non-pharmaceutical interventions to reduce respiratory disease are integral to pandemic preparedness, there are no current activities or feasible plans for rapid implementation of these interventions during a pandemic. This study aims to develop and test a scalable intervention to improve respiratory hygiene and handwashing practices in densely populated communities in Bangladesh. We envision developing a practical model that can be implemented across Bangladesh. In the event of a pandemic, such an approach may save millions of lives here by curtailing human-to-human disease transmission.  

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.  

Activities by objectives:

Objectives 1 and 2: Assess respiratory hygiene in densely populated communities in Bangladesh; Develop and pilot a scalable intervention to improve respiratory hygiene 

We will begin with a qualitative assessment of respiratory hygiene to explore the perceptions and existing practices in both urban and rural communities. This will help us to identify the prevalent risk practices to prioritize intervention, the primary target audiences for intervention, the motivations for changing behavior and the channels and materials for communication. Data will be collected using qualitative techniques and tools. Free listing, focus group discussions and observations will be used. Free listing and focus group discussions will help us to explore existing social norms and observations will permit us to understand the difference between social norms, i.e. ideal practice as revealed by the focus groups and actual practice as noted in the observations. A culturally sensitive intervention will be developed based on the findings of the qualitative assessments.

Study site:

We will select two densely populated communities for this study, one urban community within Dhaka city and one rural community in Mymensingh district. We will attempt to select communities where an ICDDR,B study is ongoing. This will help us to build rapport in the locality and aid data collection. 

Sample:
Ten men and 10 women from each urban and rural community will be selected for individual free listing exercises. A total of 8 focus group discussions will be conducted in each community. One group of adult females, 1 group of adult males, 2 groups of school children (class 3–5), 2 groups of school teachers, and one group of imam (religious leader) will be selected. We will also include one group of local private MBBS (medical) doctors in the urban community and one group of village doctors in the rural community for focus group discussions. We will conduct structured observations in 20 households and 5 schools in each community. In addition, unstructured observations will be conducted in 4 public markets (city corporation markets/bazaars/haats) in each community. 

Sample selection:
For free listing exercises and focus group discussions, we will select participants by purposive sampling. We will try to ensure maximum variation in age, socio-economic status, education and religious background. For group discussion with school children, investigators will select one group of girls (class 3-5) and one group of boys (class 3–5). Similarly, for focus group discussion with school teachers, we will include one group of male and one group of female teachers.  We will purposively select imams (religious leaders) from local mosques in the community and MBBS doctors or village doctors practicing locally for focus group discussion. 
Data collection:

Data will be collected by research investigator and field research officers trained in qualitative study methods. Guidelines for study methods will be followed during training sessions. Mock sessions will be practiced in the training session. Field testing will be done after completion of the training. Findings from field testing will be checked to ensure similar understanding among the research officers and to further refine the research tools. 

Semi-structured interviews:

The research team will visit the community before conducting the semi-structured interviews. They will observe and talk to the people to get an idea of their educational level and socio-economic status. We will select 10 men and 10 women from each community taking into account age, socio-economic status and literacy level to ensure variety.    
Semi-structured interviews, including free listing exercises will be conducted to gather perceptions on how respiratory infections are passed from one person to another, how disease transmission can be prevented, what are the social norms of respiratory hygiene and sources of information and ways the government should communicate with people during an epidemic (e.g. village doctors, TV and radio, and announcements after Friday prayers). We will ask the respondents to list as many items they can think of on each of the themes. Based on the results of these interviews and listing exercises, we will prepare a set of 10 cards with words and photos or drawings on each of the aforementioned themes. We will hire a local artist to prepare the set of cards along with any input we receive from the communication professionals. The set of cards will be used during focus group discussion.  Each free listing exercise will take around 30 minutes. 
Focus group discussion:

For focus group discussions, we will purposively select a group of adult male and a group of adult female with different age, socio-economic status and educational background to ensure variety. We will select one group of school girls (class 3-5) and one group of school boys (class 3-5) for group discussion with school children. One group of male school teacher and one group of female school teacher will also be selected purposively from each community.
Focus group discussions will be conducted to explore the existing social norms of respiratory hygiene, perceived rationale for those norms, sources of ideas on respiratory hygiene and whether the concept of the communicable nature of respiratory illness is connected with respiratory hygiene practices. A guideline will be used to conduct the group discussions (Annexure C). The length of each focus group discussion will be 1-2 hour(s) and it will be digitally recorded. We will also take notes. In addition, pictures of the cards ranked using a digital camera.
In order to make the focus groups more specific and focused we will facilitate group interaction with some structured exercises using the sets of cards that will be created after the free listing exercises. We will also add some extra cards in some of the sets to represent actions people feel are associated with transmission that we have not yet noted.  At the beginning of the focus group exercise, we will ask the participants to put the cards in order from the action most likely to promote transmission to the action least likely to promote transmission, and then discuss the reason for their ranking. Participants can also leave out the card(s) they do not want to include in ranking. Another exercise will be to rank different ways of decreasing transmission of respiratory infections from most effective to least effective.  Then we will ask them to explain reasons for the ranking they have chosen. They will be asked to rank social norms of respiratory hygiene from the ones they see most commonly to the least common ones and their beliefs for the ranking. They will also be asked to put the cards on social norms from the one they feel most important to the least important one and explain the way they think so. We will also ask them to rank cards on main sources of health information including respiratory illness related information. We will ask them how often they have contact with sources of information, which of those channels they like most and why, which of those channels are most credible most and the reasons for that. 

The study team will visit the community and purposively select imams (religious leader) for group discussion. We will select imams of different age to ensure variety in the sample. During group discussion with imams (religious leaders), we will explore how they feel about promoting respiratory hygiene and cough etiquette for prevention of respiratory illnesses, whether religion (Islam) has given any guidance or instruction about the topic and whether they would be interested to impart the messages to the general public.

We will ask local people from which local MBBS doctors or village doctors they seek medical help during an illness. Based on the information, we will purposively select local MBBS doctors and village doctors for focus group discussion. We will select both male and female MBBS doctors of different age to ensure variety in our sample. In addition, we will consider different age while selecting village doctors. During group discussion with local MBBS doctors and village doctors, we will explore what they think is the most effective ways of limiting influenza transmission, what messages they would feel comfortable in communicating to people and what roles doctors could play.

Structured observations in households and schools:

We will conduct structured observations in 40 households in each community to document domestic respiratory hygiene. The study team will visit the community and ask people if anyone has visited a local health care provider for respiratory illness. We will thereby identify households having one or more members with respiratory illness and select those houses for structured observations. We will purposively select 10 households from different economic background to ensure variety. We will not select any household from which any member had already been selected for free listing or focus group discussion. One observer will conduct a 5 hour long observation from 9 AM to 2 PM in each household and document all the respiratory hygiene related behavior among the family members present at the household during the period of observation. A respiratory hygiene assessment tool will be used for the structured observation (Annexure D). The tool will be pre-tested before commencing structured observations. For school observations, 10 schools will be selected in each community and three class rooms (class 3–5) per school will be observed. Each observation will start when classes begin and end when classes finish. A respiratory hygiene assessment tool for structured observation will be used to document all the respiratory hygiene related behavior among the school children (Annexure D).  

Market observation (unstructured):

Research team will visit the communities and purposively select 4 public markets from each community. Day long observations will be done, 1 per public market to document actual respiratory hygiene practices.  These will be unstructured observations where we will be documenting respiratory hygiene related behaviors. We will not count the behaviors. A guideline will be used to determine what will need to be observed (Annexure E). The focus will be on actual respiratory hygiene practices such as: covering of mouth or nose during coughing/sneezing, coughing or sneezing into forearm, and washing hands after coughing or sneezing into hands. The duration of observation in each market will depend upon the duration of the market hour; each observation will start at the opening of the market and will end when the market closes. The research investigator will visit the markets before the observations and will assign necessary number of observer according to the size of the market in order to capture all respiratory behavior. 

Development of intervention:

Once the baseline data collection is completed, the study team will organize a 3 day intervention development workshop where the findings will be presented, different options for intervening will be presented, and decisions will be made about the specific content of the intervention.  The workshop will include stakeholders from the Government of Bangladesh, local government officials and NGOs working in the affecting communities. Based on the analysis of the qualitative assessment, the observations and input from the workshop participants, the study team in association with a professional communication team will develop age-appropriate culturally sensitive interventions to change respiratory hygiene practices in both school aged children and in the general community.  The primary objectives of the intervention will be to encourage the target population to 1) cover their mouth and nose when sneezing, 2) cough or sneeze into their arm or upper sleeve, and 3) if they do cough or sneeze into their hands, to wash their hands with soap. Tailored messages will be professionally produced to incorporate different media including text, audio and video.

New and innovative messages will be designed to support behavior change for school-age children that foster interpersonal discussion. Media may include posters, songs, and rhymes, along with interactive classroom teaching materials. The messages will be pre-tested in two schools to test their appropriateness and value. We will collect feedback from the students using an open-ended questionnaire a week after the intervention. Feedback will be collected in association with the communication professionals on what the students understood about the message, what they remembered, what changes could be made to make the messages more effective.

For the general population, media for developing behavior change messages may include sign boards and posters, along with short dramatic presentations appropriate for community video sessions, television, radio and talks after Friday prayer. Novel ways of encouraging audiences to discuss the messages will be developed. These messages will be pre-tested in two general community settings, and the team will collect feedback on how appropriate and stimulating the messages were and what changes could be made to make the messages more effective. 

In particular, we will collect feedback on whether the messages were easy for them to understand and whether they thought they would remember those messages later, whether they liked the way they were presented, what they liked most, what they did not like, what they thought could have been said or delivered differently, whether they would be able to practice those recommendations and whether they considered the messages important and convincing enough to make these habitual in their own lives. We will use open-ended questionnaire to collect the feedback one week later. Two court yard meetings will be arranged for collecting the feedback.

The communication materials will be revised based on the initial input, and re-deployed in two different schools and two different communities for further pre-testing.  The second pre-testing will be done in a manner similar to the first pre-testing. Then the communication materials will undergo a final revision addressing input from the second field test.  


Objective 3 : Develop and pilot an intervention that promotes handwashing with soap or ash or soil 
We will employ qualitative tools and techniques to assess handwashing perceptions and practices in rural communities. In-depth interviews and pocket voting will be done. The qualitative team will explore the perceived advantages and barriers to more regular use of soap for handwashing, advantages and disadvantages to the use of ash or soil, and the barriers to more regular use of ash or soil for hand washing. We will develop culturally sensitive intervention based on the findings of the qualitative assessment. 
Study site:

We will select three rural communities where ash is available and is used daily by some of the villagers of lower socio-economic status for hand washing. We will select the communities from SHEBA-B project where ash or soil was noted for handwashing.
Sample:

A total of 30 in-depth interviews will be conducted. We will conduct in-depth interviews of 5 men and 5 women who use ash or soil daily, 5 men and 5 women who live in a similar setting, but use water alone for handwashing and 5 men and 5 women who use soap and water for handwashing. We will include men and women with no or different handwashing agents from each community. Ten in-depth interviews will be conducted in each community. In addition, we will conduct pocket voting among 10 school children from each community.

Sample selection:

We will purposively select men and women who use water alone, soap and water, ash or soil for handwashing. For in-depth interviews, we will select 5 men and 5 women who daily use ash or soil, 5 men and 5 women who use water alone for hand washing and 5 men and 5 women who use soap and water for hand washing.  We will select respondents from SHEBA-B households that were noted to use ash or soil for handwashing. We will purposively select 5 boys and 5 girls from a school in each of the three communities.  The school children will be selected from class 3–5. We will not select any child whose mother or father or any relative has been selected for in-depth interview. 
Data collection:
Qualitative research investigator and field research officers will conduct the interviews and pocket voting sessions.   
In-depth interview:
The qualitative team will walk around communities. They will observe and talk to the people in order to identify persons who use soap, ash or soil for hand washing.  We will select men and women with no or different handwashing agents from each community. In-depth interviews will be done with 5 men and 5 women who regularly use ash or soil, 5 men and 5 women who live in a similar setting, but use water alone for handwashing  and 5 men and 5 women who use soap and water for hand washing. We will explore their perceived advantages and disadvantages to the use of ash, the perceived advantages and disadvantages to the use of soap, the barriers to more regular use of ash for hand washing, and the barriers to more regular use of soap for hand washing (Annexure F). The length of each interview will be 1–2 hour(s) and it will be digitally recorded. We will also take notes. 
Pocket voting: 

We will select 10 school children (class 3–5) from a class in each community. We will not include any child whose parents or relative has been selected for in-depth interview. We will conduct pocket voting among 30 school children. We will show pictures of different key times (after fecal contact, after animal contact, before preparing food and before eating food) for handwashing and ask the children to vote on key time(s) they wash their hands at home. Children will be asked to vote inside a room one at a time. This will give us a better idea of their handwashing practices. 

Development of intervention:

Based on the findings from the qualitative investigations, an intervention to promote handwashing with ash or soil and a separate intervention to promote handwashing with soap will be developed. The primary objective of each intervention will be to encourage washing hands at four key/critical times: after fecal contact, after animal contact, before preparing food, and before eating food. We will focus on identifying and developing simple messages that are culturally agreeable and financially affordable. We will present those in an encouraging and culturally appropriate way. 

We will take professional help for developing intervention materials. Media for delivering the messages may include posters, visual and verbal reminders, and flip charts and through forming peer networks for spreading information through interpersonal communication. The intervention materials will be pre-tested in two villages and feedback will be collected from the target audience on how appropriate and stimulating the messages were and what changes could be made to make the messages more effective. We will collect feedback on whether the messages were easy for them to understand and whether they thought they would be able to remember those messages later, whether they liked the way they were presented, what they liked most, what they did not like, what they thought could have been said or delivered differently, whether they would be able to practice those and whether they considered the messages important and convincing enough to make these habitual in their own lives. We will use open-ended questionnaire to collect the feedback one week after the intervention. We will arrange two courtyard meeting in each community to collect the feedback in association with the communication professionals.
The communication materials will be revised based on the input, and re-deployed in two different villages in a manner similar to the one applied for the first pre-test. Again the team will collect feedback from the target audience on how effectively the messages were communicated and what changes could be made to make the messages more effective.

The communication strategy and materials will undergo a final revision addressing input from the second field test.  
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Sample Size Calculation and Outcome Variable(s)

Sample size for objectives 1and 2:

Twenty semi-structured interviews, 8 focus group discussions, 50 structured observations and 4 unstructured observations will be conducted in each community (urban and rural). Each focus group will include 6-10 participants.  

	Data collection technique
	Number in each category
	Total

	semi-structured interviews
	Adult females: 10
	20

	
	Adult males: 10
	

	Focus group discussion (FGD)
	Adult females: 1
	8

	
	Adult males: 1
	

	
	School children: 2
	

	
	School teacher: 2
	

	
	Religious leader/Imam: 1
	

	
	Private MBBS doctors (urban) : 1 or

Village doctor (rural): 1
	

	Structured observations 
	Household: 40
	50

	
	School: 10
	

	Observations (unstructured)
	Public market: 4
	4


It is expected that data saturation will be reached from 20 individual free listing exercises and 8 focus group discussions. If needed, the number of focus group discussion will be increased until data saturation is obtained. Data saturation will be determined by redundancy criterion that is when no new information is forthcoming from the focus group discussions.

Sample size for objective 3:

A total of 30 in-depth interviews and 30 pocket voting will be conducted. 

	Data collection technique
	Number in each category
	Total

	In-depth interview
	Use water only for handwashing: 10
	30

	
	Use ash or soil for handwashing: 10
	

	
	Use soap and water for handwashing: 10
	

	Pocket voting
	School children: 5 boys and 5 girls from each of the communities
	30


We expect that data saturation will be achieved during 30 in-depth interviews and 30 pocket votings. 

Outcome variables for school and household structured observations:
Proportion of school children who cover their mouth and nose when coughing or sneezing
Proportion of school children who cough or sneeze into their arm or upper sleeve

Proportion of school children who wash their hands after coughing or sneezing into them

Proportion of community members who cover their mouth and nose when coughing or sneezing

Proportion of community members who cough or sneeze into their arm or upper sleeve

Proportion of community members who wash their hands after coughing or sneezing into them

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.  


We will attempt to select communities where an ICDDR,B study is ongoing. This will help us to build rapport in the locality and aid data collection. 

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.


Not applicable
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. 

Focus group discussions and in-depth interviews will be digitally recorded. Hand written notes will also be taken. Later, data will be transcribed in verbatim English and documented using MS Word processor. Data from unstructured observations will be recorded in hand written notes during fieldwork. After, research officers will expand the field notes and these will be documented using MS Word processor.

Qualitative research investigator and field research officers will analyze the qualitative data using the rules of content and context analysis. Codes and subcodes will be identified based on research objectives and relevant themes. Findings will be summarized by major themes. Data analysis will be conducted on an ongoing basis as soon as data collection begins. As the findings from the qualitative study need to be known by the research team very quickly for piloting the preventative techniques, the research team will summarize the main findings of the day after finishing the field work each day. In the field, every member of the team will document their experience by writing personal experience notes that will be shared with the bigger team. Findings from their experience will be noted as learning for the piloting stage. Data will be analyzed manually or using Atlas-ti software.
We will determine the prevalence of respiratory hygiene behavior from the proportion of different practices obtained from the structured observations. 
Feedback from the pre-tests will be analyzed based on the themes for assessing the messages. 
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.

Informed consent will be taken from all the participants of this research before collecting data by free listing exercises, focus group discussions, in-depth interviews and pocket voting. Assent will be taken from the children below 18 years of age as well as permission from their guardians. For focus group discussions and in-depth interviews, the name of the participant may be used at the time of interview, but it will be replaced by an alias at the time of data transcription. The data will be shared only within the research team to maintain confidentiality. The respondents will have the freedom to refuse to participate and to withdraw from the study any time. 

We will observe public behavior and this will not include informed consent.

Confidentiality of information will be strictly maintained and access of the data will be restricted within the research team members. All the recorded data (tapes and notes) will be kept in a locker and erased after the completion of data analysis.

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.


Not applicable
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Dissemination and Use of Findings

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


Data and findings will be disseminated through several channels. Results from the study will be published in the Health and Science Bulletin, at national and international conferences. In addition, we will prepare scientific manuscripts for publication in international peer reviewed journals summarizing our findings.  We envision 3 manuscripts being published based on this study: 1) Description of the conceptual model and determinants of respiratory hygiene behavior in Bangladesh 2) A description of respiratory hygiene habits in schools and in the homes of persons who have a household member with a respiratory symptoms 3) Description of a conceptual model and determinants of handwashing with soap, soil and ash in rural Bangladesh.
Findings of the study will be presented in national and international conferences and meetings. In national level, findings will be shared with the Government of Bangladesh through the Ministry of Health and Family Welfare and the Ministry of Education. Findings will also be used to develop preventative health interventions reduce the risk of human- to-human influenza transmission. A summary of results will be published in the Health and Science Bulletin.
USAID has expressed interest in funding an evaluation of the effectiveness of the interventions developed in this project in changing behavior.  Ultimately, we see these messages and strategies being utlized by the government and other organizations active in public health in the country as an integral and important component of pandemic preparedness. 

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. 

Funding of this research will be provided United States Agency for International Development (USAID).

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 Luby
2    Present position

: Head, Programme on Infectious Diseases and Vaccine Sciences
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          relevant to the present research proposal)

University of Texas  Southwestern Medical School at Dallas


MD 
1986 
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Centers for Disease Control -- Epidemic Intelligence Service 1990
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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

	2007-002
	1 Oct 2005
	31 Dec 2009
	5

	2006-043
	1 Nov 2006
	31 July 2009
	5

	2003-024
	1 Sep 2003
	31 Dec 2008
	5

	2007-003
	1 Feb 2007
	12 Dec 2009
	3

	2007-030
	1 Jan 2008
	30 June 2009
	5

	2007-045
	1 Jan 2008
	30 June 2009
	3

	2007-032
	1 Sept 2008
	30 June 2010
	5
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	Protocol Number
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	End date
	Percentage of time

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


  As Co-Investigator  


	Protocol Number
	Starting date
	Ending date
	Percentage of time

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


5   Publications 

	Types of publications
	Numbers

	a)   Original scientific papers in peer-review journals                               
	118

	b)   Peer reviewed articles and book chapters                                                               
	9

	c)   Papers in conference proceedings
	1

	c) Letters, editorials, annotations, and abstracts in peer-reviewed               journals  
	3

	Working papers
	0

	Monographs
	0


6    Five recent publications including publications relevant to the present research protocol
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4.2. As Co-Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.3.   As Co-Investigator  


	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


5   Publications 
	Types of publications
	Numbers

	a. Original scientific papers in peer-review journals 
	     

	b.   Peer reviewed articles and book chapters 
	     

	c. Papers in conference proceedings
	01

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

	e. Working papers
	     

	f. Monographs
	     


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

        1)
     
        2)
     
        3)
     
        4)
     
       5)            

Biography of the Investigators 

Give biographical data in the following table for key personnel including the Principal Investigator. Use a photocopy of this page for each investigator.

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

1    Name


: Shaila Arman
2    Present position

: Research Investigator(Qualitative), Programme on Infectious Diseases and Vaccine Sciences
3    Educational  background
:

       (last degree and diploma & training

          relevant to the present research proposal)

Jahangirnagar University,Dhaka, Bangladesh. Master of Social Science in Anthropology 2000.

4.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

	
	
	
	

	
	
	
	


As Co-Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	
	
	
	

	
	
	
	


  As Co-Investigator  


	Protocol Number
	Starting date
	Ending date
	Percentage of time

	
	
	
	


5   Publications 

	Types of publications
	Numbers

	a)   Original scientific papers in peer-review journals                               
	1

	b)   Peer reviewed articles and book chapters                                                               
	

	c)   Papers in conference proceedings
	

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

	Working papers
	

	Monographs
	


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

R T Naved, S Chowdhury, S Arman, K Sethuraman. Mobility of unmarried Adolescent Girls in Rural Bangladesh. Economic and Political Weekly: Vol: 42 (No. 44, page: 63-70), 2007. 
Biography of the Co 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: Mohammad Abdul Kadir  

2    Present Position: Research Investigator 
MSc in Psychology, Department of Psychology, University of Dhaka, Dhaka, Bangladesh
3    Educational background:


       (last degree and diploma & training

        relevant to the present research proposal)

4.0 List of ongoing research protocols  

       (start and end dates; and percentage of time)

4.1 As Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	
	
	
	

	
	
	
	

	     
	     
	     
	     

	     
	     
	     
	     


4.1.   As Co-Investigator  


	Protocol Number
	Starting date
	End date
	Percentage of time

	2008-041
	01/11/08
	30/08/09
	5%

	
	
	
	

	     
	     
	     
	     

	     
	     
	     
	     


5   Publications 
	Types of publications
	Numbers

	g. Original scientific papers in peer-review journals
	3

	h.   Peer reviewed articles and book chapters 
	     

	i. Papers in conference proceedings
	     

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

	k. Working papers
	     

	l. Monographs
	     


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

Kadir, M. A. & Nasreen, W. (2000). Mental Health and Life Stress of Retired People. The Bangladesh Journal of Psychology, 18, 121-129. 

Kadir, M. A. (2003). Effect of Retention Interval on Accuracy and Reconstruction of Autobiographical Memory. The Dhaka University Journal of Psychology, 27, 17– 25.            




Uddin, M. K., Kadir, M. A., Sultana, P., & Rahman, S. T. (in press). Development of a psychometric questionnaire for measuring teacher effectiveness by students. The Dhaka University Journal of Psychology, 32.

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)

4.2. As Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	2006-054
	March 2007
	January 2009
	10%

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.3. As Co-Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.4.   As Co-Investigator  


	Protocol Number
	Starting date
	End date
	Percentage of time

	2007-002
	February 2007
	February 2010
	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
	November 2009
	5%

	2008-001
	March 2008
	March 2009
	5%

	
	
	
	

	
	
	
	

	
	
	
	


5   Publications 
	Types of publications
	Numbers

	m. Original scientific papers in peer-review journals                               
	9

	n.   Peer reviewed articles and book chapters                                                               
	     

	o. Papers in conference proceedings
	     

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

	q. Working papers
	     

	r. Monographs
	     


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

        1)
Gurley ES, Montgomery JM, Hossain MJ, Islam MR, Molla MAR, Shamsuzzaman SM, Akram K, Zaman K, Asgari N, Comer JA, Azad AK, Rollin PE, Ksiazek TG, Breiman RF. Lack of nosocomial transmission of Nipah virus in a Bangladeshi hospital. Infect Control Hosp Epi. 2007 Jun;28(6):740-42.

        2)
Gurley ES, Montgomery JM, Hossain MJ, Bell M, Azad AK, Islam MR, Molla MAR, 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):1031-37.
        3)
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 MAR, Ksiazek TG, Rota PA, Comer JA, Rollin PE, Luby SP, Breiman RF. Clinical presentation of Nipah virus infections in Bangladesh. Clin Infect Dis. 2008 Apr:46(7):977-84.

        4)
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 Dec;12(12):1888-1894.

       5)   Mercer A, Khanam R, Gurley ES, Azim T. Sexual risk behaviour of married men and women in Bangladesh who have lived apart due to the husband’s work-migration. Sex Transm Dis. 2007 May;34(5):265-73.

Biography of the Investigator

1    Name: Dorothy L. Southern

2    Present Position: Cluster Head, Training Support Cluster, Program for Infectious 
Disease and Vaccine Science, HSID, ICDDR,B.
3    Educational background:
 

Master of Public Health in International Health with concentration in Health Education and Communication. December 1994.  Tulane University, School of Public Health and Tropical Medicine, New Orleans, LA, USA.

Bachelor of Arts in Education, December 1979.  San Diego State University, San Diego, California, USA.

Credentials:

Cross-Cultural and Development Credential (CLAD), September 1999.  San Diego State University, San Diego, California, USA

UK (England and Wales) Teaching Qualification, September 1988. UK Department of Education and Science Reference # RP88/84

Licentiate Diploma/ Postgraduate Diploma TESOL, May 1987. Sheffield Hallam University, England

US Multiple-Subject Teaching Credential, K-12 and Adult Education, May 1980.  San Diego State University, San Diego, California, USA.  Valid 1-12-2012.

4.0 List of ongoing research protocols  

4.5. As Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	
	
	
	


4.6. As Co-Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	
	
	
	


4.7.   As Co-Investigator  


	Protocol Number
	Starting date
	End date
	Percentage of time

	2008-040
	1.11.08                   
	30.07.09
	5%


5   Publications 
	Types of publications
	Numbers

	s. Original scientific papers in peer-review journals
	

	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. Reducing HIV Risk and Vulnerability among Sex Workers in India: A Training Manual. 


Presents typologies of sex workers in India, focusing on most at risk populations (FSWs, MSM and hijras) in relation to risk and vulnerability. India Health Action Trust and Karnataka Health Promotion Trust, 2006.

2. Conducting HIV and AIDS Community and Vulnerable Group Assessments. Reviews participatory methods for conducting and reporting on assessments of most at risk populations, including sex workers. India Canada Collaborative HIV/AIDS Project, 2004.

3. Community Mobilization Manual for Community Outreach Workers and Peer Educators


Documents “high-risk mapping” approach to HIV prevention in the Kenya context and targets FSWs, MSM, plus bridging population; clients and IDUs. Strengthening STI/AIDS Control in Kenya Project, 2003.

4. A Core Training of Trainers’ Curriculum on Community Care and Support of HIV & AIDS.  Presents a core curriculum focusing on the continuum of prevention, treatment, care and support for three core training institutions in East and Southern Africa region.  Regional AIDS Training Network, 2002.

5. Sexually Transmitted Infections, Component 1: Controlling STI & Component 2: Managing STI. Incorporates recommendations from the MoH on appropriate drug use for syndromic management of STI.  Kenya Medical Training College, 2002.

6. Training Manual for Public Health Promotion in Emergencies. Module 1 focuses on epidemiological surveillance and Module 2 highlights high-risk practices, gender and representational issues. OXFAM, GB, Humanitarian Department, 2001.

7.
Syndromic Management of Sexually Transmitted Infections: A Manual for Health Workers. Based on the syndromic approach using flowcharts as a basis for providing treatment at the Primary Health Care level.
Strengthening STI/AIDS Control in Kenya Project, 1999.
8.   Sharing Experiences in Community-Based Development: A Monograph of Best Practice.

Documents research carried out by mid-level Primary Health Care practitioners in East Africa and East Asia.  Aga Khan Health Service Kenya, 1997.

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: Eduardo Azziz-Baumgartner 
2    Present Position: Scientist, Programme on Infectious Diseases and Vaccine Sciences, ICDDR,B
3    Educational background:
 

       (last degree and diploma & training

        relevant to the present research proposal)

Bachelors in Science, Molecular Biology (1993)

University of Michigan, Ann Arbor, Michigan

Medical School, (1997)

University of Alabama Medical School, Birmingham, Alabama

Residency, Family Medicine (2000)

University of Texas at San Antonio, San Antonio, Texas

Fellowship in Minority Health Policy, Commonwealth Fund (2003)

Harvard Medical School, Boston, Massachusetts

Masters in Public Health, Family and Community Medicine Health (2003)

Harvard School of Public, Boston, Massachusetts

Epidemic Intelligence Service, National Center for Environmental Health Division of Environmental Hazards and Health Effects, Health Studies Branch (2003-2005)

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

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


As Co-Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


  As Co-Investigator  


	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


5   Publications 

	Types of publications
	Numbers

	Original scientific papers in peer-review journals
	13

	  Peer reviewed articles and book chapters 
	     

	Papers in conference proceedings
	1

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

	Working papers
	0

	Monographs
	     


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

Eduardo Azziz-Baumgartner, George Luber, Helen Schurz Rogers, L. Backer, M. Belson, Stephanie Kieszak, K. Caldwell, B Lee, R Jones, R Todd, and Carol Rubin. Exposure assessment of a mercury spill in a Nevada school—2004Clinical Toxicology. 2007. Volume 45. 1–5.
Heather Strosnider, Eduardo Azziz-Baumgartner, Marianne Banziger, Ramesh V. Bhat, Robert Breiman, Marie-Noel Brune, Kevin DeCock, Abby Dilley, John Groopman, Kerstin Hell, Sara H. Henry, Daniel Jeffers, Curtis Jolly, Pauline Jolly, Gilbert N. Kibata, Lauren Lewis, Xiumei Liu, George Luber, Leslie McCoy, Patience Mensah, Marina Miraglia, Ambrose Misore, Henry Njapau, Choon-Nam Ong, Mary T.K. Onsongo, Samuel W. Page, Douglas Park, Manish Patel, Timothy Phillips, Maya Pineiro, Jenny Pronczuk, Helen Schurz Rogers, Carol Rubin, Myrna Sabino, Arthur Schaafsma, Gordon Shephard, Joerg Stroka, Christopher Wild, Jonathan T. Williams, and David Wilson. Workgroup Report: Public Health Strategies for Reducing Aflatoxin Exposure in Developing Countries. Environmental Health Perspectives. 2006. Volume 114. 1898–1903 
Alberto B. Broce; Ludek Zurek; James A. Kalisch; Robert Brown; David L. Keith; David Gordon; Janis Goedeke; Cal Welbourn; John Moser; Ronald Ochoa; Eduardo Azziz-Baumgartner; Fuyuen Yip; Jacob Weber. Pyemotes herfsi (Acari: Pyemotidae), a Mite New to North America as the Cause of Bite Outbreaks. Journal of Medical Entomology.  2006. Volume 43. (3) 610 – 613. 

Eduardo Azziz-Baumgartner; Wolkin, Amy; Sanchez, Carlos; Bayleyegn, Tesfaye; Young, Stacy; Kieszak, Stephanie; Oberst, Kathleen; Batts, Dahna; Thomas, Charles C.; Rubin, Carol. Impact of Hurricane Ivan on Pharmacies in Baldwin County, Alabama. Journal of the American Pharmacists Association. 2005. Volume 45. (6) 670-675.
Eduardo Azziz-Baumgartner, Kimberly Lindblade, Karen Gieseker, Helen Schurz Rogers, Stephanie Kieszak, Henry Njapau, Rosemary Schleicher, Leslie F. McCoy, Ambrose Misore, Kevin DeCock, Carol Rubin, Lawrence Slutsker, and the Aflatoxin Investigative Group. Case-Control Study of an Acute Aflatoxicosis Outbreak - Kenya--2004 Environmental Health Perspectives 2005. Vol. 113 (12) 1779-1783.
Detailed Budget

[image: image2.png]Respiratory Hygiene Pilot -- ICDDR,B Subcontract
Donor-USAID Washington

Protocol title: A pilot study to reduce pandemic influenza risk by improving respiratory hygiene

Principle investigator: Stephen Luby

Amount in US$

Particulars Monthly Rate % Persons | Months Total
ICDDR,B Personnel Salary:
Site Principal Investigator, Steve Luby -
Research Investigator: Qualitative 1,165 100% 1 12 13,978
Research Investigator: Medical -- Sharifa Nasreen 1,165 50% 1 12 6,989
Research Investigator: Psychology — Behavior change 1,165  100% 1 12 13,978
Health Communication Expert : Dorothy Southern 4,200 20% 1 12 10,080
Bilques Hoque -- consultant on ash handwashing promotion 5,000
Qualitative Field Research Officer (GS-5/1) Fixed Term 596 100% 5 12 35,750
Field Research Assistance Fixed term (GS-3/1) 470 100% 2 5 4,704
Quantitative Field Research Officer (GS-5/1) Fixed Term 596 100% 1 6 3,575
Handheld Programmer NOA 1,165 100% 1 3 3,494
Senior Administrative Officer, GS6/8 941 20% 1 12 2,258
Admin Officer (GS-5/1) 596 20% 1 12 1,430
Sub Total of Personnel: 101,236
General/Lab Supplies:
Supplies and stationeries (Stock/Non Stock) Bulk 500 4 2,000
Furnitures/Equipment - Non Stock Bulk 800 3 2,400
Sub Total of Supplies: 4,400
Travel and Perdiem:
Local Travel: Field workers $ 75 7 4 2,100
Transport for field and site visit $ 2,400 0.5 4 4,800
Perdiem and lodging $ 100 7 3 2,100
Sub Total of Travel & Perdiem/Lodging: _ 9,000
Interdepartmental costs
Office Rent $ 1,000 12 12,000
Structured observation data entry 2,000
Utilities, Electricity, repair and maintenance $ 900 12 10,800
local training meetings $ 4,000 1 4,000
Photocopy and Printing $ - - 1,000
Sub Total of Intr. Dept. Cost: 29,800
Other costs unit cost Num
Intervention development workshop $ 5,000 1 5,000
SMS messaging $ 75 6 450
Development of behavior change posters $ - 1 -
Printing behavior change materials $ 6,000 1 6,000
Sub Total of Other Cost: 11,450
Capital Item unit cost Num
Desktop Computers with software, Printer, UPS, Accessories 2,000 2 4,000
LCDVideo projector 1,200 1 1,200
Handheld computers for data collection 500 6 3,000
8,200
Total Direct Cost 164,086
Indirect costs 25% on Total direct cost except Capital item 38,971
Total Costs 203,057

2 M
07 Oct 900%¢
Mrs. Shamuna wion.

Controller, Budget & Costir
ICDDR,B





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.

The qualitative research investigator will oversee the finalization of research instruments, supervise the field team and interpret the data.  The medical research investigator will ensure that the work is framed in a way to ensure that the targeted behavior change is consistent with strategies for disease prevention, and will assist in developing the assessment tools.  The research investigator for behavior change will assist in the translation of qualitative work to a plan for behavior change.  Dorothy Southern will assist with developing the communication materials and plan.
Five qualitative field research officers will be sufficient to collect and analyze the qualitative data for both the respiratory hygiene and the handwashing component. 
Two FRAs supervised by one FRO can complete the structured observations.
We will program the structured observations on handheld computers
General supplies will cover the costs of equipping offices.

Travel will include field site transport and per diem for field workers.

Rent, electricity and maintenance covers the cost of external office space for professional staff

The computers are for two research investigators.  The handheld computers are for data collection.

The LCD projector will be used for showing video images to target communities to gather their feedback.

Overhead is at the rate negotiated with USAID for ICDDR,B
Other Support
Describe sources, amount, duration, and grant number of all other research funding currently granted to PI or under consideration. 
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Protocol 

number

 amount 

budget code

RRC 

approval

Burden of Pneumococcal Disease in children in Bangladesh

2003-024

1,077,917

$      

 

4110691

Assessing three assays for early detection of active turberculosis -- a pilot 

study

2006-043

11,370

$           

 

4211533

9/26/2006

Improving surveillance for kala-azar

2007-003

77,824

$           

 

4211533

Hospital based human influenza surveillance in Bangladesh

2007-002

412,000

$         

 

4211533

Poultry Influenza Surveillance in Bangladesh

2007-010

135,000

$         

 

4211533

Risk factors for meningococcal disease in Bangladesh

2007-004

7,926

$             

 

4211533

A pilot study to improve hand hygiene in a low-income urban community in 

Dhaka

2007-030

100,000

$         

 

4111675

7/24/2007

Japanese Encephalitis Catchment Assessment

2007-045

103,437

$         

 

4111794

9/18/2007

Hib Vaccination assessment

2007-054

348,245

$         

 

4111750

24-Oct-07

Preferences for Point-of-Use Water Treatment

2008-032

151,325

$         

 

26-Jun-08

Nipah in bats and people in Bangladesh

2005-026

1,107,040

$      

 

25-Jul-05


Annexure A: Consent forms for free listing exercises, focus group discussions and in-depth interviews

International Centre for Diarrhoeal Disease Research, Bangladesh (ICDDR,B)

Voluntary Consent Form for semi-structured interviews
Protocol Number:  2008-

Protocol Title: A pilot study to reduce pandemic influenza risk by improving respiratory hygiene
Investigator’s name: Stephen Luby
Organization: International Centre for Diarrhoeal Disease Research, Bangladesh (ICDDR,B) 

Introduction and purpose:  

International Centre for Diarrhoeal Disease Research, Bangladesh (ICDDR,B) is conducting a research. Respiratory hygiene is an integral part of our day-to-day life. Different practices and beliefs are there in the community. We want to know your practices and thoughts related to respiratory hygiene. 
Why are you requested to take part in the research? 

We are inviting you to take part in this study because you live in a densely populated community. We want to know issues related to respiratory hygiene in the community. 
What is expected from the respondent?

If you agree to participate in the study:

· We would like to talk to you for about 30 minutes. We would ask you to tell us your opinions and thoughts about how respiratory infections are passed from one person to another, how disease transmission can be prevented, social norms of respiratory hygiene and sources of information on these. 
· As it is difficult to recall this conversation later, I would like to record this session in a digital recorder if you agree. I would also like to take some hand written notes of our conversation.  

Risk and benefits

There are no major risks involved in this study. We will use your responses only for the purpose of our study. Your name will not be linked with the responses. 

By taking part in this study, you will help us understand the issues related to respiratory hygiene in Bangladesh. This will help us to make communication messages to help reduce the risk of influenza transmission. There are no personal benefits for taking part in this study. We will not provide you any payment for participating in this study.

Privacy, anonymity and confidentiality

We will be taking notes and digitally record our talk. Everything you say will be kept confidential to the extent allowed by the law of this country. After completion of data analysis, digitally recorded data will be erased. We will not use your name or identity in sharing and publishing the results of this study. 
Right not to participate and withdraw

Your participation in this study is totally voluntary. You have the right to refuse in taking part in the study now or at any time during the interview. You can refuse to respond to any question. 

Principle of compensation 

We will not provide you any payment for taking part in this study. Similarly, you do not have to pay us to take part in this study.
Persons to contact: 

If you have any question, you can ask me any time. If you have additional questions about the survey, you may contact:

Research Investigator, Programme on Infectious Diseases and Vaccine Sciences, ICDDR,B, Mohakhali, Dhaka 1212. Phone: 8860523-32 # 25 

If you have questions about your rights as a participant of a research study, or if you think some harm has been done to you because of the survey, you may contact or meet him personally at following address:

M. A. Salam Khan. Assistant Coordination Manager, IRB, Research Administration, Executive Director's Division, ICDDR,B, Mohakhali, Dhaka 1212. Phone: 9886498 (direct) or 8860523-32 Extn # 3206

If you agree to take part in the survey, please indicate that by signing or giving your left thumb impression at the space given below:

 Thank you for your cooperation

_______________________________________


____________________

Signature or left thumb impression of participants


Date

_______________________________________


____________________

Signature or left thumb impression of the witness


Date

_______________________________________


___________________

 Signature of the PI or his/her representative

 

Date
International Centre for Diarrhoeal Disease Research, Bangladesh (ICDDR,B)

Voluntary consent form for focus group discussion 

Protocol Number:  2008-

Protocol Title: A pilot study to reduce pandemic influenza risk by improving respiratory hygiene
Investigator’s name: Stephen Luby
Organization: International Centre for Diarrhoeal Disease Research, Bangladesh (ICDDR,B) 

Introduction and purpose:  

International Centre for Diarrhoeal Disease Research, Bangladesh (ICDDR,B) is conducting a research. We want to know your practices and thoughts related to respiratory hygiene. 
Why are you requested to take part in the research? 

We are inviting you to take part in this study because you live in a densely populated community. We want to know issues related to respiratory hygiene in the community. 
What is expected from the respondent?

If you agree to participate in the study:

· We will assign you in a focus group of men/women. You and other participants in the focus group will be asked to tell us your opinion and thoughts about how respiratory infections are passed from one person to another, how disease transmission can be prevented, social norms of respiratory hygiene and sources of information on these. 

· The focus group discussion will take about 1-2 hours. We would like to record this session in a digital recorder if you agree. We would also like to take some hand written notes of our conversation.  
Risk and benefits

There are no major risks involved in this study. We will use your responses only for the purpose of our study. Your name will not be linked with the responses. By taking part in this study, you will help us understand the issues related to respiratory hygiene in Bangladesh. This will help us to make communication messages to help reduce the risk of influenza transmission. 

Privacy, anonymity and confidentiality

We will be taking notes and digitally record our talk. Everything you say will be kept confidential to the extent allowed by the law of this country. After completion of data analysis, digitally recorded data will be erased. We will not use your name in sharing and publishing the results of this study.

Right not to participate and withdraw

You may or may not attend in our study. It is absolutely voluntary. 
Principle of compensation 

There is no cost, nor payment, for participation in this study.

Persons to contact: 

If you have any question, you can ask me any time. If you have additional questions about the survey, you may contact:

Research Investigator, Programme on Infectious Diseases and Vaccine Sciences, ICDDR,B, Mohakhali, Dhaka 1212. Phone: 8860523-32 # 25 

If you have questions about your rights as a participant of a research study, or if you think some harm has been done to you because of the survey, you may contact or meet him personally at following address:

M. A. Salam Khan. Assistant Coordination Manager, IRB, Research Administration, Executive Director's Division, ICDDR,B, Mohakhali, Dhaka 1212. Phone: 9886498 (direct) or 8860523-32 Extn # 3206

If you agree to take part in the survey, please indicate that by signing or giving your left thumb impression at the space given below:

 Thank you for your cooperation

_______________________________________


____________________

Signature or left thumb impression of participants


Date

_______________________________________


____________________

Signature or left thumb impression of the witness


Date

_______________________________________


___________________

 Signature of the PI or his/her representative

 

Date
International Centre for Diarrhoeal Disease Research, Bangladesh (ICDDR,B)

Voluntary consent form for household structured observation 

Protocol Number:  2008-

Protocol Title: A pilot study to reduce pandemic influenza risk by improving respiratory hygiene
Investigator’s name: Stephen Luby
Organization: International Centre for Diarrhoeal Disease Research, Bangladesh (ICDDR,B) 

Introduction and purpose:  

International Centre for Diarrhoeal Disease Research, Bangladesh (ICDDR,B) is conducting a research. We want to know about respiratory disease related issues. 
Why are you requested to take part in the research? 

We are inviting you to take part in this study because you live in a densely populated community. We want to know issues related to respiratory illness in the community. 
What is expected from the respondent?

If you agree to participate in the study:

· I will find a place to sit in your home or courtyard so that I will not be in your way. 
· I will observe the activities in your home and digitally record some information. I will be here for about five hours. 
Risk and benefits

There is no risk for participation in this study. The process of having someone in your home for a longer time may be uncomfortable to you. However, we do not expect any harm to come to you or your family because of being observed. By taking part in this study, you will help us understand the issues related to respiratory illness in Bangladesh. This will help us to make communication messages to help reduce the risk of influenza transmission. 

Privacy, anonymity and confidentiality

All the information will be kept confidential to the extent allowed by the law of this country. We will not use your name in sharing and publishing the results of this study.

Right not to participate and withdraw

You may or may not attend in our study. It is absolutely voluntary. 
Principle of compensation 

There is no cost, nor payment, for participation in this study.

Persons to contact: 

If you have any question, you can ask me any time. If you have additional questions about the survey, you may contact:

Research Investigator, Programme on Infectious Diseases and Vaccine Sciences, ICDDR,B, Mohakhali, Dhaka 1212. Phone: 8860523-32 # 25 

If you have questions about your rights as a participant of a research study, or if you think some harm has been done to you because of the survey, you may contact or meet him personally at following address:

M. A. Salam Khan. Assistant Coordination Manager, IRB, Research Administration, Executive Director's Division, ICDDR,B, Mohakhali, Dhaka 1212. Phone: 9886498 (direct) or 8860523-32 Extn # 3206

If you agree to take part in the survey, please indicate that by signing or giving your left thumb impression at the space given below:

 Thank you for your cooperation

_______________________________________


____________________

Signature or left thumb impression of participants


Date

_______________________________________


____________________

Signature or left thumb impression of the witness


Date

_______________________________________


___________________

 Signature of the PI or his/her representative

 

Date
International Centre for Diarrhoeal Disease Research, Bangladesh (ICDDR,B)

Voluntary Consent Form for in-depth interview

Protocol Number:  2008-

Protocol Title: A pilot study to reduce pandemic influenza risk by improving respiratory hygiene
Investigator’s name: Stephen Luby
Organization: International Centre for Diarrhoeal Disease Research, Bangladesh (ICDDR,B) 

Introduction and purpose:  

International Centre for Diarrhoeal Disease Research, Bangladesh (ICDDR,B) is conducting a research to understand the hand washing practices in the community and potentials for improving them. 

Why are you requested to take part in the research? 

We are inviting you to take part in this study because you live in a rural community where ash is available and is used by some of the villagers. We want to know issues related to hand washing practices in the community. 
What is expected from the respondent?

If you agree to participate in the study:

· We would like to talk to you for about 1 hour. I will ask you questions related to your perceived advantages, disadvantages and barriers to use of soap/ash. 
· As it is difficult to recall this conversation later, I would like to record this session in a digital recorder if you agree. I would also like to take some notes from this session.  

Risk and benefits

There are no major risks involved in this study. We will use your responses only for the purpose of our study. Your name will not be linked with the responses. 

By taking part in this study, you will help us understand the issues related to handwahsing practices in rural Bangladesh. This will help us to make communication messages to help reduce the risk of influenza transmission. There are no personal benefits for taking part in this study. We will not provide you any payment for participating in this study.

Privacy, anonymity and confidentiality

We will be taking notes and digitally record our talk. Everything you say will be kept confidential to the extent allowed by the law of this country. After completion of data analysis, digitally recorded data will be erased. We will not use your name or identity in sharing and publishing the results of this study.

Right not to participate and withdraw

Your participation in this study is totally voluntary. You have the right to refuse in taking part in the study now or at any time during the interview. You can refuse to respond to any question. 

Principle of compensation 

We will not provide you any payment for taking part in this study. Similarly, you do not have to pay us to take part in this study.
Persons to contact: 

If you have any question, you can ask me any time. If you have additional questions about the survey, you may contact:

Research Investigator, Programme on Infectious Diseases and Vaccine Sciences, ICDDR,B, Mohakhali, Dhaka 1212. Phone: 8860523-32 # 25 

If you have questions about your rights as a participant of a research study, or if you think some harm has been done to you because of the survey, you may contact or meet him personally at following address:

M. A. Salam Khan. Assistant Coordination Manager, IRB, Research Administration, Executive Director's Division, ICDDR,B, Mohakhali, Dhaka 1212. Phone: 9886498 (direct) or 8860523-32 Extn # 3206

If you agree to take part in the survey, please indicate that by signing or giving your left thumb impression at the space given below:

 Thank you for your cooperation

_______________________________________


____________________

Signature or left thumb impression of participants


Date

_______________________________________


____________________

Signature or left thumb impression of the witness


Date

_______________________________________


___________________

 Signature of the PI or his/her representative

 

Date
Annexure B: Assent forms for focus group discussions and pocket voting
 International Centre for Diarrhoeal Disease Research, Bangladesh (ICDDR,B)

Voluntary assent form for focus group discussion 

Protocol Number:  2008

Protocol Title: A pilot study to reduce pandemic influenza risk by improving respiratory hygiene
Investigator’s name: Stephen Luby
Organization: International Centre for Diarrhoeal Disease Research, Bangladesh (ICDDR,B) 

Introduction and purpose:  

We are from cholera hospital Dhaka. We want to know your practices and thoughts related to respiratory hygiene. 
Why are you requested to take part in the research? 

You live in a densely populated community. Therefore, we are inviting you to take part in this study. 
We want to know about respiratory hygiene in your community. 
What is expected from the respondent?

If you agree to participate in the study:

· We will set you in a group of boys or girls. We will ask you and others in the group to talk about your thoughts. We want to know from you how respiratory infections pass from one person to another, how we can prevent this passage, social norm of respiratory hygiene and source of information. 

· The group discussion will take about one to two hours. If you agree, we would like to record this session in a digital recorder. We would also like to take some hand notes of our talk.  
Risk and Benefits

There are no major risks involved in this study. We will use your responses only for the purpose of our study. Your name will not be linked with the responses. If you take part in the study, you will help us to understand the issues related to respiratory hygiene in Bangladesh. This will help us to make messages to reduce the risk of flu transmission. 

Privacy, anonymity and confidentiality

We will take notes and digitally record our talk. Everything you say will be kept confidential to the extent allowed by the law of this country. We will not use your name in sharing and publishing the results of this study.

Right not to participate and withdraw

You may or may not attend in our study. It is absolutely voluntary. 
Principle of compensation 

There is no cost, nor payment, for participation in this study.

Persons to contact: 

Please ask me any question if you want. If you have more questions about the survey, you may contact:

Research Investigator, 

Programme on Infectious Diseases and Vaccine Sciences (PIDVS)

ICDDR,B

Mohakhali, Dhaka 1212, 

Phone: 8860523-32 # 25

If you have questions about your rights as a participant of a research study, or if you think some harm has been done to you because of the survey, you may contact or meet him personally at following address:

Mr. M. A. Salam Khan 

Assistant Coordination Manager, IRB

Research Administration, Executive Director's Division

ICDDR,B

Mohakhali, Dhaka 1212, 

Phone: 8860523-32 # 3206

If you agree to take part in the survey, please indicate that by signing or giving your left thumb impression at the space given below:

 Thank you for your cooperation

_______________________________________

_______________________________________


Signature or left thumb impression of investigator/
Signature or left thumb impression of participants

representative



Date:






Date:

_______________________________________

_______________________________________


Signature or left thumb impression of the witness
Signature or left thumb impression of Guardian


Date:






Date:
International Centre for Diarrhoeal Disease Research, Bangladesh (ICDDR,B)

Voluntary assent form for pocket voting 

Protocol Number:  2008-

Protocol Title: A pilot study to reduce pandemic influenza risk by improving respiratory hygiene
Investigator’s name: Stephen Luby
Organization: International Centre for Diarrhoeal Disease Research, Bangladesh (ICDDR,B) 

Introduction and purpose:  

We are from cholera hospital Dhaka. We want to know your handwashing related practices. 
Why are you requested to take part in the research? 

You live in a rural community where ash is available and is used by some of the villagers. Therefore, we are inviting you to take part in this study. We want to know issues related to hand washing practices in the community. 
What is expected from the respondent?

If you agree to participate in the study:

· We will show you some pictures of handwashing and ask you to vote on the one(s) you practice at home. 

· The voting will take about 5-10 minutes.

Risk and benefits

There are no major risks involved in this study. We will use your responses only for the purpose of our study. Your name will not be linked with the responses. If you take part in this study, you will help us to understand the issues related to handwashing practices in Bangladesh. This will help us to make messages to help reduce the risk of flu transmission. 

Privacy, anonymity and confidentiality

We will be taking notes and tape recording during our talk. Everything you say will be kept confidential to the extent allowed by the law of this country. We will not use your name in sharing and publishing the results of this study.

Right not to participate and withdraw

You may or may not attend in our study. It is absolutely voluntary. 
Principle of compensation 

There is no cost, nor payment, for participation in this study.

Persons to contact: 

Please ask me any question if you want. If you have more questions about the survey, you may contact:

Research Investigator, 

Programme on Infectious Diseases and Vaccine Sciences (PIDVS)

ICDDR,B

Mohakhali, Dhaka 1212, 

Phone: 8860523-32 # 25

If you have questions about your rights as a participant of a research study, or if you think some harm has been done to you because of the survey, you may contact or meet him personally at following address:

Mr. M. A. Salam Khan 

Assistant Coordination Manager, IRB

Research Administration, Executive Director's Division

ICDDR,B

Mohakhali, Dhaka 1212, 

Phone: 8860523-32 # 3206

If you agree to take part in the survey, please indicate that by signing or giving your left thumb impression at the space given below:

 Thank you for your cooperation

_______________________________________

_______________________________________


Signature or left thumb impression of investigator/
Signature or left thumb impression of participants

representative



Date:






Date:

_______________________________________

_______________________________________


Signature or left thumb impression of the witness
Signature or left thumb impression of Guardian


Date:






Date:
Annexure C: Focus Group Discussion Guideline

Guideline for the focus group discussion: 
Instruction: Every focus group discussion needs to be interactive within the study group.  In focus group discussions it is common that certain participants dominate, while others keep quiet. We want to hear everyone’s views, so try to encourage everyone to contribute. Before beginning, explain to the participants that there is no right or wrong answer and that you just want to learn from them and hear what they think. Begin with a round of introductions. Each participant should introduce him/herself.
We are going to focus the discussion on a series of exercises to encourage group interactions: the basic content of each exercise is described below.

The Exercises

1. Respiratory Infection Transmission Ranking

· Ask each participant to mention an illness that is considered as respiratory. Ask whether there is any other local name for the illness

· When each participant has mentioned names of respiratory illness, show them the set of cards on how respiratory infections are transmitted and ask them to rank the cards from most likely mean/way to least likely mean/way. 

· Ask the participants to explain the reasons for the ranking they have chosen.

2. Respiratory Disease Transmission Prevention Ranking

· Show the participants the set of cards on respiratory disease transmission prevention and ask them to rank different ways of decreasing transmission of respiratory infections from most effective to least effective.  
· Ask the participants to explain the reasons for the ranking they have chosen.

3. Social Norms of Respiratory Hygiene

· Ask the participants to rank/list existing norms on respiratory hygiene

· Ask them to explain the rationale behind each of the norms, whether they agree to the norms, who taught those norms and when

4. Sources of Information Ranking

· Ask the participants to rank cards on main sources of information/how they think government should communicate messages during disease outbreak

· Ask how often do they have contact with those channels, which of those channels they like most and why, which of those channels are most credible / do they believe or trust the most and the reasons for that. 


Annexure D: Household respiratory hygiene assessment tool 

 STRUCTURED OBSERVATION

(Respiratory hygiene)

1. Household/school ID 
       ((((((
2. Study group:
 
                  (
Intervention
1

Control
2

3. Area name & code:

        (((
4. Ward number & code:


  ((
5. Address: Name of household head:


              Father’s/ husband’s name:


   House number:


6. FRA/FRO name & code: 

            ((

7. Date of observation: 
  ((/((/((
8. Arrival time (24 hrs): 

  ((:(( 
9. Observation start time (24 hrs): 

  ((:(( 
10. Observation complete time (24 hrs): 

  ((:(( 
Please show me where I may sit to observe you and your household.  I would like to be able to see what you and others are doing but do not want to be in your way.

11. Observation of respiratory hygiene practices

	
	Exposure:

Sneezing ………….1

Coughing…………2


	Household member:

Caregiver (M)
1 Caregiver (F)
2

Child < 3 y.o (M)
3 Child < 3 y.o (F)
4

Child 3-5 y.o (M)
5

Child 3-5 y.o (F)
6

Child 5-12 y.o. (M) 
7 Child 5-12 y.o. (F) 
8

Non-caregiver adult (M) 12 years+
9 Non-caregiver adult (F) 12 years+…………….10
	Did cover mouth and nose while sneezing/coughing?

Yes 
1

No 
2

Unable to see…3

.
	Covered nose and mouth with:

Hands
…..1

Arm………………..2

Handkerchief
…..3

Tissue paper
…..4

End of sari.……….5

Dopatta……………6

Unable to see…..7

Other………………9 (Specify)

	Did wash hands after coughing/sneezing into them?

Yes
1

No
2

Unable to 

see
3
	Location of hand wash

In toilet
1

Outside toilet
2

In kitchen
3

Outside kitchen
4

Nearby tube-well
5

In yard
6

Other
9

    (specify)
	Did spit cough?

Yes
1

No
2

Unable to 

see
3
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Annexure D: School respiratory hygiene assessment tool 
 STRUCTURED OBSERVATION

(Respiratory hygiene)

1. School ID 
       ((((((
2. Study group:
 
                  (
Intervention
1

Control
2

3. Area name & code:

        (((
4. Ward number & code:


  ((
5. Address: Name of school


   Address:


   Class:



6. Class: 
Class 3……………………..
1


Class 4……………………...2


Class 5……………………..
3

7. FRA name & code: 

            ((

8. Date of observation: 
  ((/((/((
9. Time of arrival (24 hrs): 

  ((:(( 
10. Observation start time (24 hrs): 

  ((:(( 
11. Observation complete time (24 hrs): 

  ((:(( 
12. Observation of respiratory hygiene practices

	
	Exposure:

Sneezing…………1

Coughing………2


	Member:

Student (B)
1 
Student (G)
2

Teacher (M)
3 
Teacher (F)
4


	Did cover mouth and nose while sneezing/coughing?

Yes 
1

No 
2

Unable to see……….
3


	Covered nose and mouth with:

Hands
…..1

Arm……………….2

Handkerchief
…..3

Tissue paper
…..4

End of sari.……….5

Dopatta……………6

Unable to see…..7

Other………………9 (Specify)

	Did wash hands after coughing/
sneezing into them?

Yes
1

No
2

Unable to 

see
3
	Location of hand wash

In toilet……………..1

Outside toilet……….2

In the class room……3

Outside class room…4

Other………………..9

    (specify)
	What was used for hand washing?

Only water……….1

Water & soap……2

Unable to see…..3

Other……………..9 (Specify)

	Did spit cough?

Yes
1

No
2

Unable to 

see
3
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Annexure E: Observation (unstructured) guidelines  

Guideline for market observation:

(Record all the activities related to respiratory hygiene)

Observe and record-

· Whether anyone coughs

· Covering of mouth with hands/upper arm/cloth while coughing

· Hand washing after coughing into hands

· Spitting cough/secretion

· Turning away from others while coughing 

· Widening distances when someone around coughs 

· Whether anyone sneezes

· Covering of mouth with hands/upper arm/cloth while sneezing

· Hand washing after sneezing into hands

· Turning away from others while sneezing  

· Widening distances when someone around sneezes

· Hand washing facility 

Annexure F: In-depth interview guideline
Guideline for in-depth interview: 
Profile
Name of the interviewer:




Date of the interview:
Name of the interviewee:




Code of the interviewee:
Age of the interviewee:





Education:
Occupation:






Family size:
SES (Socio- Economic Status) 

For men and women who regularly use ash or soil for hand cleansing:

1. For what purposes do you use ash or soil?

2. When do you wash your hands with ash or soil?

3. What are the advantages or motivations for using ash or soil?

· Cheap

· Available

· Cultural tradition

4. Why do you prefer ash over soil and soap or prefer soil over ash and soap?

5. What are the disadvantages of using ash or soil for hand washing?

6. What are the barriers to regular use of soil or ash for hand washing?

· Unavailability

7. What is your understanding of how you get respiratory illness?

8. What are your views on the appropriate or critical times to wash hands?

9. What are your sources of information on handwashing? Which sources are credible and why? Which sources are least credible and why?

For men and women who regularly use soap and water for hand cleansing:

1. For what purposes you use soap?

2. When do you wash your hands with soap?

3. What are the advantages or motivations for using soap and water for hand washing?

· Attractiveness

· Cleanliness 

· Smell good

· Feel good 

· Be in good health

· Avoid disease

· Avoid dirtiness

· Avoid bad smell

4. What are the disadvantages of using soap and water for hand washing?

5. What are the barriers or constraints to more regular use of soap and water for hand washing
· Expensive

· Unattractive

· Lack of hand washing facilities

· House hold head does not like soap

· Difficult to go to shop 

6. Why do you prefer soap over ash or soil?

7. What is your understanding of how you get respiratory illness?

8. What are your views on the appropriate or critical times to wash hands?

9. What are their sources of information on handwashing? Which sources are credible and why? Which sources are least credible and why?

For men and women who regularly use water only for hand cleansing:

1. What are reasons/barriers for not washing hands with soap and water or ash or soil?

· Expensive

· Unavailable

· Don’t like

2. What is your understanding of how you get respiratory illness?

3. What are their views on the appropriate or critical times to wash hands?

4. What are their sources of information on handwashing? Which sources are credible and why? Which sources are least credible and why?

Annexure G: External Reviewers Comments and Responses

External Reviewer 1

Pavani K. Ram, MD

Assistant Professor

University at Buffalo

Farber Hall Rm. 270, 3435 Main St. Bldg. 26. 

Buffalo, NY 14214-3000

September 23, 2008

Major comments:

1. Have your team considered doing structured observations of respiratory etiquette within households of persons with active respiratory illness?  Public and private behavior may vary substantially due to social mores.  Reactivity to the presence of the observer may lead an individual to use better respiratory etiquette than she might use in her daily life.  However, given that there is a high possibility of intrahousehold transmission of respiratory pathogens such as influenza, behaviors within the home matter substantially.  Therefore, I suggest the addition of structured observations of households in which one or more members have active respiratory illness.  These may be identified through the ongoing syndromic surveillance conducted by ICDDR,B in Dhaka, for example.

Response: We have included structured observation of households and schools in the protocol (page 16). We will attempt to include households in which one or more members have active respiratory illness. 

2. In the protocol, the section on Objectives 3 and 4 fails to adequately distinguish ash from mud.  These are two different substances and the frequency of their use is quite different, as noted in the preliminary findings in the Background section.  It would be good to distinguish these two cleansing agents more and to explore in detail with the study populations factors driving choice of one over the other or over soap, and perceived benefits and barriers.

Response: During in-depth interviews, we will purposively select participants using ash and soil from the communities and we will explore the factors for their choices of one over the other or over soap as well as their perceived benefits and barriers. We have added the questions to focus group discussion guideline (page 56). 

3. As rightly noted in the Background section, non-medical interventions for influenza prevention will be critical in places like Bangladesh.  However, such interventions require substantial changes in multiple routine behaviors (e.g., handwashing and respiratory etiquette).  Changes in multiple behaviors require multiple messages and the common wisdom is that more messages mean more confusion and, likely, less compliance.  This study has the opportunity to develop and validate a set of simple messages that address both of these key aspects of influenza prevention.  My suggestion is, in addition to validating messages that address each behavior separately (handwashing with ash or mud, and respiratory etiquette), that your team assess responses to a set of messages delivered at once that address both of these behaviors.
Response: In spite of being part of non-medical interventions for influenza prevention, both the respiratory etiquette and the handwashing are two different behaviors. Though there is a handwashing component to respiratory etiquette that is washing hands after coughing or sneezing into hands, handwashing behavior itself emphasizes on four key times for handwahsing which includes handwashing after animal contact. We want to develop simple messages to address each of the behavior separately. Messages that address both the behavior may be cumbersome and overwhelm the audience resulting in less compliance. Moreover, due to time constraints it may not be feasible for us to develop and assess responses to a set of messages addressing both of these behaviors at the same time. However, with the help of communication professionals we may explore whether the respondents/public would like to get health messages addressing both these behaviors. 

Minor comments:

1. The consent form is missing here.

Response: Consent forms for free listing exercises, focus group discussions and in-depth interviews have been included in the annexure of the protocol (page 44).
2. The protocol indicates that, if data saturation is not achieved, further group discussions will take place.  How will “data saturation” be determined?
Response: Data saturation will be determined by redundancy criterion that is when no new information is obtained from the focus group discussions. This has been added to the protocol (page 21). 

3. Please indicate the target number of persons in each group discussion.  This is not indicated in the sample size table.

Responses: Each focus group will include 6-10 participants. This has been added to the protocol (page 21).
External Reviewer 2 
Alicia Fry

Medical Epidemiologist

Epidemiology and Prevention Branch, Influenza Division
National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention

September 23, 2008

Introduction:
1. Also they are expensive.  It would take planning and money to get enough for the population/and distribute, and the cost – benefit would need to be considered.

Responses: This has been added to the protocol (page 12).

Activities for objectives 1 & 2: Data collection- Semi-structured interview      
2. Do you mean to gather perceptions or knowledge on how persons think infections are passed from person to person?

Response: We mean to gather perceptions on how persons think infections are passed from person to person. This has been clarified in the protocol (page 15).
Activities for objectives 1 & 2:

3. Since identifying a message that can be scaled up is part of your objective, should you evaluate which media source is most effective and how many people actually use radios, TVs, etc?  How much of the population will you reach with each?

Response: We will explore which media source is considered to be most credible by the respondents and the reason for that. In addition, we will ask them how often they have contact with those media (Annexure C: guidelines for focus group discussion (page 56). We will employ communication professionals for developing the intervention. We expect them to evaluate how many people actually use radios, TVs and how much population we will reach with each.  

Annexure E: Guideline for in-depth interview

4. Do you mean how the person might contract a new respiratory illness?

Response: Yes, we mean how the person might get respiratory illness. This has been clarified in the guideline (page 61).
External Reviewer 3 
Dr Valerie Curtis
Director, the Hygiene Centre
London School of Hygiene and Tropical Medicine
Keppel St, London WC1E 4HT
Tel 020 7927 2628

October 02, 2008

Major comments
1. ‘Hypotheses to be tested’

This is a big bugbear of mine. Formative Research such as this should always have hypotheses to be investigated. Qualitative research should not just consist of ‘blank slate’ fishing expeditions-or nothing will be caught. 

I am sure that you already know quite a lot about respiratory hygiene in Bangladesh. We certainly now know a lot about the drivers of handwashing in general, (you’ve seen the attached paper –in press) and could come up with similar hypotheses about other relevant behaviours.
Response: We have added hypotheses to the protocol. Determinants of practices regarding respiratory hygiene/cough etiquette are unexplored in Bangladesh. Since this study is aimed at developing interventions to improve respiratory hygiene in order to reduce influenza spread, our primary target audiences will be adult males, adult females and children. We speculate that determinants of respiratory hygiene may differ from those of handwashing behavior and in particular may vary according to the age of the primary target audiences within the social and cultural context of Bangladesh. In addition, determinants of handwashing behavior for reduction of influenza transmission may differ from those for reduction of diarrheal diseases transmission. We expect to develop an appropriate conceptual model/theory for respiratory hygiene practices based on our qualitative findings.  
2. ‘Background’

‘Habits are ingrained and sustained behaviors, often developing in childhood. While they are learned early in life, there are opportunities for change [21]. Behavioral practices are [quite often] [suggest to delete] influenced by social and cultural factors. It is important to understand the behavior within the social, cultural and environmental context in order to develop culture-sensitive interventions. Many public health interventions have failed because they did not take into account the existing practices, ideas and preferences. Qualitative studies help to gain insight into people’s view of any public health issues.’ [they also let us understand the drivers of behaviour and the facilitating factors as well as the key barriers] 
Response: Suggested portion has been deleted. Reviewer’s added usefulness of qualitative studies has been added to the background (page 13). 
Though the study is a largely social science one, the social science part needs strengthening, it currently has only one reference and only one para of justification-above. Again, I’d refer you to the attached paper which has a longer list of citations. You could do with several on the importance of and methodology(s) of Formative research (Curtis, Gittelson). There is also now a literature on habit and another useful paper on handwashing in healthcare workers (attached) which points out that there are several types of handwashing.
Response: Several social science references have been added to the introduction to strengthen the social science part of the study (page 13). 
The proposal comes over as atheortical. ‘Social norms’ are the only term I found that relates to any theory of behaviour or of behaviour change. Otherwise the assumption seems to be that knowledge about ‘flu transmission will be a key determinant of behaviour-which is unlikely. 
Response: Yes, it is unlikely that knowledge about flu transmission will be a key determinant of behavior. Since respiratory hygiene-related behavior is an unexplored domain, we expect to develop or fit the practices into an appropriate conceptual theory based on our qualitative assessment.   
‘In the event of a pandemic, such an approach would be expected to save millions of lives.’ Perhaps say where the lives might be saved. 
Response: The lives might be saved here in Bangladesh. This has been added to the background (page 13).  

3. Methods

One possible way to organize this section might be to adapt our FR approach -which seeks to determine the what?, who?, why?, how? of behaviour/behaviour change. (See Curtis et al 97, etc)

1/WHAT are the risk practices? Begin with an initial assessment of existing respiratory hygiene behaviours and a careful analysis of whether these constitute actual risk practices, so as to come up with key target improved practices. The ash question would be subsumed in here. You might even add videoing to your observation work to be able to do a close and controlled analysis of what actually happens, followed by epidemiologically informed assessment of risk.

2/WHO is carrying out risk practices? It is important to determine the target audience(s)- observational work could help determine who is putting who at risk, and hence pick out who to target. And also the key influencers.

3/WHY do people do what they do? Projective techniques used in FGDs, or in-depth interviews as well as behavioural trials could be useful here. However, they will not work as fishing expeditions without comparison against a priori expectations (see above). Barriers, tractable and otherwise, need to be documented

4/HOW are messages communicated? Simple studies of the flow of existing information are often more fruitful than asking people how they would like to get their health messages, in our experience. It’s important to capture the downsides as well-for example are health workers actually liked and respected and present-or not?
Response: We have included different research methods to answer the what?, who?, why? And how? of behavior/behavior change. For respiratory hygiene behavior, semi-structured interview including free listing, focus group discussion, structured observation and unstructured observation and for handwashing behavior, in-depth interviews and pocket voting will help us to answer the questions. Due to the funders mandated time constraint, it will not be possible to undertake behavioral trial. In addition, considering the ethical issues related, it would not be feasible to video our observational works at public markets, schools and households.

Developing the intervention. Again, as this is a scientific proposal more needs to be made of prior knowledge about how to develop interventions. There is a large literature on this, some of it rather weak, but still it should be referred to. JHU have a methodology called CODES, so does WHO (sorry my internet is off or I’d dig them out for you).
Responses: Our co-investigator Peter Winch, Director, Social and Behavioral Interventions (SBI) Program, Johns Hopkins Bloomberg School of Public Health will provide primary framing of the qualitative work, assist the local team in the distillation of the formative qualitative work into key behavior change messages, and provide guidance on developing behavior change interventions around these messages. Another co-investigator Dorothy Southern, a health communication specialist, will assist in the development of health communication materials. We will organize intervention development workshop to aid development of intervention. This has been added to the protocol (page 17).
Ash/mud. In my experience these are two separate issues in the mind of the handwasher and hence cannot be lumped together. A small amount of mud is often gathered when washing hands away from home the field and is used as an abrasive, but is seen as dirty, contaminated and ‘last choice’. Ash is a pure substance from the home stove (sacred) which confers purity on hands, however, it is black and can make hands look dirty, requiring further washing afterwards.
 Response: We have replaced the word mud with soil in our protocol. Though ash and mud are two separate issues, studies in rural Bangladesh have found that use of ash for handwashing is substantially low and therefore it would not be possible for us to explore these two agents in separate categories.  
(References: 

Hoque, B.A., Handwashing practices and challenges in Bangladesh. International Journal of Environmental Health Research, 2003. 13: p. S81-S87.
ICDDRB: Centre for Health and Population Research. Handwashing behavior in rural Bangladesh. Health and Science Bulletin, September 2008; 6(3):1-6.)
Minor comments
1. Project Summary:

‘Although there is mention of non-vaccine and non-pharmaceutical interventions to reduce respiratory disease in pandemic preparedness plans, there are no current activities or feasible plan to be able to deliver this intervention acutely.’  

Suggest ‘to deliver such interventions’

Response: This sentence has been rephrased to ‘Although there is mention of non-pharmaceutical interventions to reduce the spread of respiratory disease in pandemic preparedness plans, there are no current activities or feasible plans for rapid implementation of these interventions during a pandemic.’ (page 9).

2. Background:

‘An observational study has reported that 41% of the observed women used only water, 38% used mud, 19% used soap and only 2% used ash after defecation [18].’ I havn’t gone back to the source of this data, but soap use seems surprisingly high. 

Response: Use of soap was found to be 19% among the 90 women observed to wash their hands outside defecation sites (Reference: Hoque, B.A., Handwashing practices and challenges in Bangladesh. International Journal of Environmental Health Research, 2003. 13: p. S81-S87.)


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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