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	Project Summary
Briefly describe the hypothesis, objectives, and the relevant background of the project, and also the experimental design and research methods for achieving the objectives. This description will serve as a succinct and precise and accurate description of the proposed research is required. This summary should be stand alone, and be fully understandable and interpretable when removed from the main application. 

	Principal Investigator: Dr. Azharul Islam Khan


	Research Protocol Title: The informed decision making process of guardians during childhood immunization in Dhaka, Bangladesh: A qualitative study from the perspectives of the vaccinator and the guardian.

	Total Budget US$: $4300.00  (No funding required from ICDDR,B)
  Beginning Date :October 15, 2009      Ending Date: December 11, 2009

	UNICEF defines immunization as the whole process of delivery of a vaccine and the immunity it generates in an individual and population. A vaccine is defined as a special form of a disease-causing agent (e.g. a virus or bacteria) that has been developed to protect against that disease. Since Edward Jenner created the first vaccine against small pox in 1792 there has been a push to immunize whole populations against disease with the majority of the focus of immunization campaigns being placed on children. (1)In 1974 the World Health Organization (WHO) established the extended program of immunization (EPI) with the goal of achieving universal coverage of childhood immunization of the six vaccines covered under the EPI program. These are BCG, OPV, diphtheria, tetanus, pertussis and measles. In 2000, the GAVI alliance was founded. The Global Alliance for Vaccines and Immunization has the goal to increase access to immunization.(2)More recently vaccination against measles was included in the Millennium Development Goal number four.  However, at the present time there are nearly thirty million children who are not fully immunized every year.(1)
With this push for mass vaccination questions concerning the ethics of these programs are being raised. Is there enough information given during immunization for the mother to make an informed decision? How is this information communicated between vaccinators and guardians? Is information regarding immunisation considered important by those involved? The objectives of this qualitative study are to address these questions using four qualitative techniques; The Health Care Workers for Change workshops, In-depth interviews, participant observation and material analysis. These methods will allow me to explore the perceptions and feelings of those involved towards the research topic while allowing for triangulation of the data.
Research has shown that a lack of information is being given to recipients of immunization in different settings. All of the articles reviewed conclude that increased information would be beneficial in the immunization process. Some authors go as far as to argue that informed consent should be implemented in voluntary immunization. Information is only as good as the communication used to deliver it. This is why I want to study how information about immunization is exchanged in the clinical setting at the ICDDR: B in Dhaka. This exchange process has not been studied before within immunization. 

From an ethical and human rights standpoint every one has the right to information. With the globalization of health services a double ethical standard of information will no longer be acceptable. Implicit, or tacit, consent will no longer be justifiable from an ethical standpoint. The process by which information is exchanged gives crucial understanding to how mothers and vaccinators perceive and understand vaccination. The right to information is stated in the international declaration of human rights. More importantly, in my view, is the research that has been done that shows that information about vaccination leads to an increased number of children being vaccinated as well as completing their vaccination series. 

1.
UNICEF. Immunization.  New York: UNICEF; 2007 [cited 2009May 2, 2009]; Available from: http://www.un.org/millenniumgoals/childhealth.shtml.

2.
GAVI. GAVI Alliance.  2009 [cited 2009May 6]; Available from: http://www.gavialliance.org.
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Description of the Research Project
Hypothesis to be tested:


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


As this is a qualitative project there is no hypothesis to be tested. It is exploratory research into the perceptions of Vaccinators and Guardians concerning EPI vaccinations. The main focus is on the information exchanged during vaccination. How is it exchanged? By whom? In what way? Is it considered important by the vaccinators? The guardians? Does information influence the decision to immunize? To complete the immunization series?

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


Objectives:
-To examine and compare the communication between vaccinators and guardians in childhood vaccination in clinical Extended Program for Immunization (EPI) interactions.

-To explore the information exchange and the informed decision making process in immunization.
-To identify if there is enough information provided to the mother to make an informed decision around immunization.

-To identify how mothers receive information about immunization and from what sources.

-To identify decision-making processes of Bengali mothers around vaccination

-To explore the perceptions of Health care workers (vaccinators) about the importance of information and the informed decision making process or informed consent (IC)

-To see if this is an important topic in the eyes of the vaccinators and/or Guardians and why, or why not.

Methods will be discussed in the methods section of the application.
Background of the Project including Preliminary Observations 


Provide relevant background of the proposed study, and discuss the previous works on the research topic by citing specific references. Describe in a logical way how the present hypothesis is supported by the relevant background observations including any preliminary results that may be available. Provide scientific validity of the hypothesis on the basis of background information Critically analyze available knowledge in the field of the proposed study and discuss the questions and gaps in the knowledge that need to be fulfilled to achieve the proposed goals.. If there is no sufficient information on the subject, indicate the need to develop new knowledge. Also include the significance and rationale of the proposed work by specifically discussing how these accomplishments will bring benefit to human health in relation to biomedical, social, and environmental perspectives.


In 2000, the Millennium Development goals (MDG) were formulated based on a fifteen-year plan. MDG 4 deals with child health. One of the stated measures to ensure MDG 4 is to ensure the full coverage of immunization programs. The measles initiative was started in 2001. Since then the initiative has helped reduce global measles mortality by 68% and has vaccinated over 500 million children.(1) This push for mass immunization of children around the world has had positive effects on child survival. There has been a sixty percent drop in the rate of child mortality since 1960. (1) However, there is a continuing disparity between the developed and developing world. “A child born in a developing country is over thirteen times more likely to die within the first five years of life than a child born in an industrialized country.”  (1) Vaccination is one of the central proposals to decrease this disparity and the results are looking promising.


This massive push towards global immunization has very positive effects as mentioned above but ethical questions are beginning to be raised about how the immunization process is implemented and the information that is, or is not, being disseminated to those involved. We live in a world where, in most countries, childhood immunization is not required by law. This said it is socially required in many contexts, but in the end it is still the choice of the parent whether are not to immunize their children. In my research I want to investigate whether the decision of the parents to immunize is informed, if they have access to adequate information around the vaccinations, and finally if they are giving their full and informed consent to the immunization program? I would also like to explore whether the people involved with vaccination in Bangladesh think these questions are relevant to their work.

Profile of Bangladesh

South East Asia and Bangladesh in particular, is participating in the push for mass childhood vaccination. In 2006, Bangladesh conducted the world’s largest ever measles eradication campaign. Thirty-three and a half million children between the ages of nine months and ten years were immunized over a 20-day period. (1) However, despite these efforts only 81% of children in Bangladesh have been immunized against measles according to UNICEF. (2)
The government of Bangladesh funds sixteen percent of the routine EPI vaccination. The rest is funded by outside sources. UNICEF reports a decrease in immunization coverage in Bangladesh in recent years. A ten percent drop in coverage was reported in most districts between 2004 and 2005. In 2004, 94% of districts were reporting DTP3 coverage of 80% or higher. In 2005, it dropped to only 84% of districts reporting 80% or higher coverage for DTP3. (2)

The immunization coverage statistics for Bangladesh are highly disputed. According to the WHO 80% immunization coverage is the global target for countries to attain and to ensure that there is enough coverage to prevent the disease from thriving in a population. The WHO statistics show 80% coverage for Bangladesh.(3, 4) GAVI reports 80% of districts with at least 80% coverage for DTP3.(5) The Bangladesh Health Equity Watch reports complete immunization coverage of 50% in 2001.(6) Finally, Chowdhury found complete coverage in a Dhaka slum at 23, 5% in 2003. (7) Some of this variation comes from different ways of accounting for immunization coverage. Some statistics only use first visit and others count full immunization.


What is clear from these statistics is that immunization coverage in Bangladesh is far from ideal. There are huge variations across the country defined around geography and socioeconomic status. Coverage in Dhaka, for example, is high whereas rural coverage can be very low. Access to rural and slum communities is an issue. The rural areas are often inaccessible due to flooding. The government neglects slum areas because they are considered illegal settlements. As stated above the majority of the responsibility for immunization in Bangladesh lies outside the government and is controlled by NGO’s and the EPI/GAVI programs. UNICEF also plays a large role. However, not all of the low immunization coverage can be blamed on lack of access.


In 2005, Azharul Khan released a study entitled, Programmatic and non-programmatic determinants of low immunization coverage in Bangladesh. The objective of the study was to create an in-depth understanding of the programmatic and behavioural factors associated with high drop out, no immunization and invalid doses. The most common reason found for incomplete immunization was lack of information and knowledge. Mothers were found to be the main decision makers when it came to immunization and health workers were the most important source of information. A lack of education, on the mothers side, lead to a fear of side effects which was a major reason for not returning to the clinic to complete the vaccination series. He found that;

“Absence of dialogue to stress the importance of all dose completion, mentioning important side effects that could normally happen after immunization and how to deal with such, stressing the importance of keeping the vaccination card in a secured place and always possessing it while coming to the EPI centre.”

were the main reasons for mothers not completing the immunization of their children, as well as the sometimes-rude behaviour of health workers.


The study concludes that there is a positive relationship between maternal education and the likelihood of a child being fully immunized. He states that the fear and experience of side effects and complications within the EPI program are the most common reasons for incomplete immunization. Finally, the absence of dialogue between the health care provider and clients is one of the reasons leading to a higher drop out rate. (8)


Kahn’s findings support findings published by Chowhurdy in 2003. She found that the major factors associated with incomplete vaccination were low education level of the mother, more than three children in the family, level of knowledge about vaccines, source of information surrounding vaccination, the time of first vaccination and distance to the health facility. The most common source of information about vaccination was health care workers (HCW) from NGOs and the mass media. As for information exchange in the vaccination process she found that women who are not told to come back for the next immunization have a two times increased risk of not immunizing their children. When she asked mothers if they are told about the vaccine preventable diseases (VPD) before the HCW vaccinates a child the mothers replied that they usually are not because of a lack of time. However, the mothers insisted that they should be told about the diseases. Those who have no knowledge about the immunization schedule have a two times greater risk of not completing the vaccinations as compared to mothers with a good knowledge. In conclusion, the author found that knowledge given by HCW to mothers as well as a clear appointment for when to come for the next round of vaccinations had a significant effect on the completion of the immunization schedule. Mothers are eager for information and should be informed. (7) All of the above issues could be addressed through the improvement and standardization of the information that is exchanged between vaccinators and guardians. An informed consent procedure could be the structure in which to standardize this information.

 Is informed consent and informed decision-making in vaccination: a public health concern?


There is increasing debate on the world stage around ethical standardization within medical care. One of the debates within this larger scenario is informed consent within immunization. Many researchers are starting to question the ethical implications of mass vaccination programs. In their article, Ethical Principles for Collective Immunization Programmes, Verweij and Dawson argue that, “analysis and discussion of ethical issues should be part of any justification of collective vaccination programmes.”(9) They identify two built in assumptions that exist in vaccination. The first is the substantive assumption that government has the obligation to protect the public’s health and welfare. The second is the basic assumption that the individual human is not just a member of the public but above all a person whose rights should be respected. This raises the dilemma of greater public good over individual benefit that is at the heart of the immunization debate. In order for these benefits to balance the authors suggest seven ethical principles for collective vaccination programmes;


-Programmes should target serious diseases that are a public health problem.


-Each vaccine and the program as a whole must be effective and safe.


-The burdens and inconveniences for participants should be as small as possible.


-The programme’s burden to benefit ratio should be favourable in comparison


To alternative vaccination schemes or prevention options.

-Collective vaccination programmes should involve a just distribution of benefits and burdens.

-Participation should generally be voluntary unless compulsory vaccination is essential to prevent concrete and serious harm.

-The public trust in the vaccination program should be honoured and protected. (9)
It is almost impossible to meet all of the above criteria in one programme, but an ethical ideal should be the goal. There are a number of examples where immunization campaigns and programmes have come up short and not met the above criteria.


One of these examples is the Polio eradication programme in India. In their article from 2005, Yash Paul and Angus Dawson discuss the debate and ethical issues surrounding the policy of non-disclosure in the Indian Polio eradication campaign.(10)They found that there was little or no attempt to inform participants or parents about the possible risks of OPV. Advocates of the programme believe that if the parents were to be informed they would choose not to allow their children to participate. Even the WHO documents focus on the importance of advocacy but make no mention of informed consent. The overarching debate in the author’s opinions is, “whether this sacrifice of parental autonomy, due to the absence of informed consent, is worth making for the greater good?” Paul and Dawson conclude that the only ethical reason for withholding consent and information is if the greater good for the public outweighs the risk from the Oral Polio Vaccine. If this is the case then they argue that a compensation program should be in place to help those harmed by the vaccine. They fear that if this policy of non-disclosure continues there is a risk that public trust in the programme will collapse.


In the above article the argument for disclosure through a process of informed consent is presented. Informed consent has been greatly debated as an ethical issue. However, most of this debate has taken place within the research context and not on the subject of everyday medical encounters. Informed consent is,

“Any medical treatment, healthcare activity or research requires the consent of the patient or person directly affected by such activity. This requirement is based on the fundamental moral duty that we do not act against a person’s wishes and that we respect a person’s human dignity. Informed consent thus entails a shared decision by the investigator/ physician and their participant. The duty of obtaining informed consent is a requirement of research ethics, which is widely recognized in national and international guidelines as well as legislation.”(11)
There are four recognized elements of informed consent; capacity to consent, full disclosure of relevant information, adequate comprehension of the information by the participant and voluntary decision to participate or withdraw from participation at any time without prejudice to the participant. These four elements were designed with medical research in mind. They were first described in the Nuremberg Code of 1948.(12) This same criteria can be applied to immunization in settings where it is not required by law. 


P.H. Streefland discusses the importance of informed consent in immunization in two of his articles; Patterns of vaccination acceptance, and Public doubts about vaccination safety and resistance against vaccination. He discusses the fact that immunization is a provider driven model of health care. It has become a widely accepted medical intervention and as such has become very stable. However, there is a variation in the extent to which promotion, pressure, intimidation and even coercion are used to convince parents to immunize their children. He worries about the ethical and societal implications of immunization programmes that do not require the informed consent of the participant.  He concludes his article by stating,

“In developing countries the pursuit of high quality standards, particularly though of course not only in the way clients are treated, should always characterize vaccination campaigns and routine vaccination. In practice this means that informed consent is an obligation, as is the strict avoidance of rudeness and intimidation by health professionals.”(13)
This quote matches with Khan and Chowhurdy’s findings that lack of information and health worker behaviours were two items that lead to low immunization coverage.


There has been a very small number of research studies conducted on informed consent in immunization. One of them is Influenza vaccination in Dutch nursing homes: Is tacit consent morally justified? Verweiji and Van den Hoven carried out the research. They conducted a quantitative study among Dutch nursing homes on their policies surrounding informed consent and the influenza vaccine. The objective of the study was to gain insight into the informed consent policies in Dutch nursing homes and if deviating from these policies is morally justifiable? During the study a mail out survey was used to explore the different types of consent policies used in the nursing homes. Two main consent types emerged; tacit and express consent. Most immunization programs around the world use tacit consent. If a mother shows up at the immunization clinic with her child she is giving permission for the vaccination just by being there, the vaccinator assumes that she is consenting to the vaccination. The authors found that in the Dutch scenario tacit consent was not enough to justify giving the vaccine. They felt that if express consent was obtained the process of obtaining the consent would give the HCW ample opportunity to see whether the above mentioned four conditions of informed consent were met. They argue that tacit consent procedures leave much room for the interpretation and assumption of consent by the HCW. In conclusion, they recommend institutional immunization campaigns that favour express consent and so stimulate education and debate among all involved.(14)

In the two sections above I have discussed findings that show a lack of information is being given to recipients of immunization in different settings. All of the authors conclude that increased information would be beneficial in the immunization process. Some authors go as far as to argue that informed consent should be implemented in voluntary immunization. Informed consent in immunization has been implemented in British Columbia, Canada. Health care workers came together and developed a standardized guide for informed consent in immunization and how to communicate this information to participants and parents. So far no studies have been done to see the implications of this new policy. Information is only as good as the communication used to deliver it. This is why I want to study how information about immunization is exchanged in the clinical setting at the ICDDR: B in Dhaka. This exchange process has not been studied before within immunization. 


From an ethical and human rights standpoint every one has the right to information. With the globalization of health services a double ethical standard of information will no longer be acceptable. Implicit consent will no longer be justifiable from an ethical standpoint. The process by which information is exchanged gives crucial understanding to how mothers and vaccinators perceive and understand vaccination. This study is justified from both a human rights and health care perspective. The right to information is stated in the international declaration of human rights. More importantly in my view is the research that has been done that shows that information about vaccination leads to an increased number of children being vaccinated as well as completing their vaccination series. 

Research Design and Methods


Describe in detail the methods and procedures to be used in accomplishing the objectives and specific aims of the project. Discuss the alternative methods that are available and justify the use of the method proposed in the study. Justify the scientific validity of the methodological approach (biomedical, social, or environmental) as an investigation tool to achieve the specific aims. Discuss the limitations and difficulties of the proposed procedures and sufficiently justify the use of them. Discuss the ethical issues related to biomedical and social research for employing special procedures, such as invasive procedures in sick children, use of isotopes or any other hazardous materials, or social questionnaires relating to individual privacy. Point out safety procedures to be observed for protection of individuals during any situations or materials that may be injurious to human health. The methodology section should be sufficiently descriptive to allow the reviewers to make valid and unambiguous assessment of the project.  

Study Design

Due to the exploratory nature of this study a qualitative study design will be used. This will facilitate gaining an understanding of the perceptions of vaccinators and guardians around informed decision making in vaccination and to explore the information exchange between these two groups during the vaccination encounter. The study design will include four different methodologies. First, the Health workers for Change (HWFC) methodology will be used to explore the perceptions and attitudes of vaccinators towards vaccination, the importance of information and their clients’ viewpoints. This methodology employs a series of six focus groups. Secondly, in depth qualitative interviews will be used with both vaccinators and guardians to gain further insight into how they feel about the vaccination encounter, the importance of information, and if they feel that their needs are being met. Thirdly, clinical observation will be used to see how information is exchanged orally and through body language. Finally, a material analysis will be carried out on the media and information materials given to guardians.

Data collection time frame

The timeframe set for data collection will be approximately three and a half months from October 15th, or as soon as ethical clearance has been granted, to January 1, 2010. This extended time period will allow me to have enough methods to allow for triangulation within the study data as well as participant verification of the initial results. The time devoted to observation will be 2-3 days within the first couple of weeks upon arrival in Bangladesh to get a feeling for the city of Dhaka and the MCH clinic. After settling in I will be observing in the clinic half a day, twice a week, every week. The time devoted to the HWFC group discussions will be two hours every week. I expect each interview to take between forty-five minutes and an hour and a half. 


One or two interviews will be conducted in the interview-testing phase, with both guardians and vaccinators, to allow for cultural adaptation of the interview themes and questions as well as training of translators. The initial time upon arrival will be used to gain an understanding of local culture and the clinic, making contacts and finding translators, facilitators and research assistants. The research will fill the remaining time period. These timeframes are subject to change within a qualitative study where new or unforeseen issues may arise.

Data collection methods

Health Workers for Change (HWFC)

The HWFC methodology was developed in South Africa to improve quality of care in clinics. The methodology uses group discussion as a process to aid health workers in identifying problems. The process also enables HWs to come up with their own solutions to these problems. Everywhere it has been used it has had positive results as it involves the health workers themselves as a process of change instead of imposing this process from the outside. It is a scientific method that has been cross culturally validated.(15)
The methodology uses six workshops to address issues of communication, perception of clients and quality of care. The provider client relationship is very important in vaccination where the guardian has to come back to the clinic numerous times to complete the full vaccination schedule. Research in Bangladesh has shown that negative HW attitudes are one of the reasons Bengali mothers do not return for follow up immunizations. 

The first workshop addresses the reasons why the vaccinators became health workers, and how these reasons influence their relationship with the guardians and children.


The second workshop explores how HWs feel their clients view them and how these views may influence the interactions at the clinic. The goal of this second workshop is to develop a questionnaire based on quality of care at the clinic. I will modify the second half of this workshop to address issues of immunization. The main topics will be what information they feel is important to give mothers. How would they like the interaction of their own children’s immunization to happen? And how they feel they interact with mothers at the clinic.


The third workshop looks at the HWs perceptions of women’s status in society. The main objective of this workshop is to gain an understanding of the control women have in Bengali society for bringing their children for immunization, their day to day lives, and the decisions they make about their lives, homes and families.


The fourth workshop deals with the unmet needs that women have related to their health care and to begin to identify possible solutions. I will use this workshop to focus on the unmet needs in the vaccination clinic and how they think the provider client interaction around information could be improved as well as general unmet needs in the clinic.


The fifth workshop discusses how to overcome obstacles at work and the situations at work that affect their interactions with female clients and their children. The aim of the workshop is to discover what areas of work give the HWs job satisfaction and to define factors that are within and out of their control to change.


The sixth and final workshop addresses solutions to the problems that have been raised during the five previous workshops. It will conclude the workshop series by planning things that can be done at the clinic to improve quality of care and information exchange. 


This methodology will be crucial for me to understand the perceptions and attitudes of the HWs towards their clients and vaccination. It will also enable me to work with them in the project instead of just observing and interviewing. Finally, my hope is that it will in-still a sense of participation and ownership of the results in the HWs that will encourage them to follow through with the changes they recommend.

(For more information see Health Workers for Change; a manual to improve quality of care(16))
Qualitative in depth interviews


Qualitative in depth interviews will be carried out with both vaccinators and guardians. The aim of these interviews is to explore their perceptions of immunization itself, as well as the importance of giving information during the immunization encounter. With the HWs I will ask about how the immunization encounter happens, if there is a standard protocol that exists, if they give information, which information they feel is most important to give to the mother (if any)? I would also like to see if they have had any training in ethics and conflict resolution. 


When interviewing the mothers I will explore how they feel about the immunization encounter, what they would like to see changed, what information they would most like to receive, how they make the decision to immunize. The interview will start with the question “Can you please tell me about your experience with immunisation?” and will proceed from there depending on the mothers answer.
Participant Observation


Participant Observation will be crucial in this study to compare what is said to what is done. What people say they do is often far from the actual actions and conversations that take place during the immunization encounter.  I am going to be looking at body language, vaccinator to guardian interaction, guardian to vaccinator interaction, how much time is spent with each guardian and child, and what kind of information is exchanged during the encounter and how. My research assistant will be present with me during observation. After the observation session we will sit down together and discuss what we saw to control for cultural perception.

Material Analysis


The material analysis portion of this research will be quite small. With this method I will be looking at the different brochures, pamphlets, posters and media used to distribute information on vaccination. One of the goals of this analysis is to determine whether there is enough information being made available to illiterate mothers, as the literacy rate in Bangladesh is only 31% for females. (17)

In general qualitative methods do not follow strict guidelines. I am using open in depth interviews and will be following a thematic guide. Questions will be based on the answers mothers give. Themes will include; experiences with immunisation, experiences with childrens side effects and the decision making process behind immunizing the child. I have attached the guide book for the HWFC workshops. It is WHO approved. I have also attached a power point presentation on the basics of observation as well as a second one on the basics of  qualitative research for reference.
Limitations
This study will be limited in both it scope and its timeframe. I will only be working in one clinic in Dhaka City. Dhaka is a very large city with very different types of health services available. However, due to the time frame of this study it is only feasible to examine one clinic. Results of this research may not be transferable to Dhaka or Bangladesh as the population is large and diverse and there are many different health services that provide immunization. 


This study is qualitative in nature and as such can not be generalized to other populations. However, it will provide a detailed insight into the immunization encounter at the immunization room in the short stay ward and the traveller’s clinic at the ICDDR: B. This may in turn help to improve communication and immunization information at the clinic. This would greatly benefit the local population. Such a study may be conducted elsewhere to test for generalization on a greater level. The short time allotted for data collection is also a limitation for this study.


The fact that I am an anthropologist will have both benefits and limitations in this scenario. I have little knowledge of the biomedical side of immunization. Hopefully, this will be an equalizer in the relationship between the HWs and me. On the positive side I have experience with qualitative methodology and feel very comfortable in new research situations. I do not speak Bengali and as such will depend on my translators and facilitators a great deal. Due to this fact the observations become very important in the research process. This is the time when I will be able to see what happens during an interaction. I must pay attention to my personal preconceived notions of what Bangladesh will be like and what will be happening in the clinic. A self-reflexivity journal will be kept throughout the fieldwork to record my preconceptions and how I understand scenarios. This can then be double checked with research assistants and translators.

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


Study population

The first study population is the vaccinators. I am calling them vaccinators as this person could be a doctor, nurse, or someone specially trained just to give immunizations. I will ideally recruit six to eight vaccinators to participate in the HWFC group discussions. These vaccinators should have been working with immunization for at least three months to have an in depth understanding of how the vaccination process at the ICDDR: B takes place.

The Second study population are the guardians and their children who are being vaccinated. In most cases this will be the child’s mother but may be an older sibling or other relative. The inclusion criterion for this study population is to have a child going through the newborn immunization process during the study period. This is important, as I will be conducting some exit interviews.

Sample size and selection

The HWFC methodology requires six to eight vaccinators and their health assistants to participate in the group workshops. These should have been working in the vaccination clinic for at least three months. They will also be involved in some in depth interview to follow up on topics from the group discussions.

The recruitment of participants will take place as follows: 

Hospital staff (vaccinators):

The process for recruiting vaccinators to participate in the Health Workers for Change focus groups and interviews will be as follows;

1) Upon arrival at ICDDR.B I will talk with the head of the vaccination department to ascertain number of staff working with vaccination. 

2) I will have a meeting with the staff, if it is possible, to explain the focus and objectives of the research and what their participation will entail if they choose to participate. Participation will entail 6 weekly workshops of approximately 1-2 hours as well as one follow up interview. If it is not possible to hold meetings with the vaccination staff then I will send a letter home with them. The letter will be written in both English and Bengali and will explain the same information as the meeting.

3) After being given the information I will ask for 6-8 volunteers to participate. I will ask them to contact me personally via telephone, email, or in person. This is to maintain confidentiality.

4) Once they have contacted me for participation I will review the informed consent form with them. The informed consent form will be in Bengali.

In conclusion, selection for the hospital portion of the study will be based on self-selection by vaccination staff.

I would like to interview 10-15 mothers about their experiences with immunization at the clinic to see if they feel they are receiving an appropriate amount of information. I am also interested in what they would like to see done differently at the clinic. However, as this is a qualitative study the number of participants in the interview section may change. I will stop interviews when I feel I have reached the point of information saturation

Guardians (mothers)


The process of selecting guardians to participate in the study for observation will be as follows.

1) When a mother is called for vaccination from the waiting line she will be asked by the nurse if she is willing to participate in the observation section of the study. The nurse will briefly explain that this will entail   my translator/research assistant and me observing the immunisation of her child.

The process for recruiting mothers to participate in the interview portion of the study will be as follows.

1) 1-3 mothers will be approached randomly each day in the waiting area of the vaccination clinic. A health care worker will approach the mothers about participation in the study. The HW will briefly explain the study and what participation will involve, the observation of her or her child’s immunisation and an interview afterwards. If the mother agrees to participate then my research assistant/translator and I will be called over. We will go through the informed consent form with the mother.

2) Once she has consented the vaccination will be observed and then an exit interview will be performed in a quiet private location on site.

My research assistant/translator and I will do assessment of competency to consent. After the request to participate form has been explained and read through questions will be asked back to the potential participant to clarify understanding. If the participant is unable to read the form will be read to them in their own language. In this case a thumb mark will be used to show consent along with the signature of a witness.
Facilities Available

Describe the availability of physical facilities at site of conduction of the study. For clinical and laboratory-based studies, indicate the provision of hospital and other types of adequate patient care and laboratory support services. Identify the laboratory facilities and major equipment that will be required for the study. For field studies, describe the field area including its size, population, and means of communications.

The study will take place in Dhaka City, Bangladesh. The majority of the study process will unfold at the immunization room in the short stay ward at the International Centre for Diarrhoeal Disease Research; Bangladesh (ICDDR: B).  There will also be some observations in the traveller’s clinic as EPI vaccinations are done there as well. This is an international centre for research in health. The hospital’s vision is, “All people, especially the poor, can become healthier and can reach their full potential through the application of new knowledge.”(18) This hospital has a free fixed site immunization clinic.  It is the ideal study setting for research on immunization because of the high daily client rate.
Data Safety Monitoring Plan (DSMP)


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

a) All investigations require monitoring;

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

c) The monitoring plan should commensurate with risk; and

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

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


I am not performing a clinical trial. 
Data Analysis


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

Two research assistants and I will manage the data. The two research assistants will also act as facilitator and translator. They will be involved in data collection but not data management. Observation notes will be kept in a separate journal and fleshed out at the end of each observation session. Each interview and group discussion will be noted and detailed at the end of the day. Discussions and interviews will be taped with the permission of the participant using an mp3 Dictaphone. These will then be transcribed verbatim in Bengali and translated to English. For verification they will then be back translated to Bengali.  Data will be managed on my personal computer during the course of data collection but destroyed as soon as the analysis has ended. Only my research assistants and I will have access to the data during the collection period. When the data is given to the translators it will be rendered anonymous by removing names and location of the interview. Each interview will be given a label and a number, V for vaccinator and G for guardian. No medical records will be used during this research. The only sensitive information collected will be the age of the participant, gender, number of children and years working in the health sector. This classification of interviews and information will help protect the confidentiality of the participants.


After the organization for transcribed texts as word documents, QSR NUD*IST will be used to analyze the text. Results will be presented as a thematic analysis. Interesting quotes and central themes will be used verbatim to demonstrate key findings.
Ethical Assurance for Protection of Human Rights


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


Ethical Clearance
In concordance with the declaration of Helsinki that all medical research involving human involvement be subject to ethical standards to protect the participants involved my study will pass through two ethical committees. Ethical clearance for this project has been approved through the department of International Community Health, Institute of General Practice and Community Medicine, University of Oslo; the Regional Ethics Committee, South Eastern Norway; and is being sought through the ethical committee at the ICDDR: B.

Confidentiality


As described in the methodology section of the protocol measures will be taken to protect the identities of research participants. Participants will be given an interview and group discussion number. No identifying factors will be recorded in observations unless informed consent is given. No names are necessary for identification purposes. Participants will always be informed of the confidentiality procedures at the beginning of any interview, group discussion, or observation in which they participate.


Immunization is not a very sensitive subject for most people as it is a part of daily life at the clinic and an accepted part of childhood health care in Bangladesh. However, it may be new to the participants to think and talk about immunization, as it is a normal and accepted part of life. 


Field notes, workshop participant lists and interview transcriptions as well as the Dictaphone will be kept in a locked cupboard. The key will be kept with me and only made available to others during translation and transcription. 


Interviews will be conducted as exit interviews at the hospital in a quiet room.

Risks and Benefits


The proposed study is qualitative in design and seeks to understand the perceptions of HWs and guardians about the importance of information in vaccination and how this information is exchanged. There is no physical harm associated with this study. However, I do realize that I will be taking up valuable time from the participant’s everyday lives through interviews and group discussions. If the interview or group discussion raises difficult or distressing thoughts and/or feelings for the participant the interview will be suspended until the participant has recovered or wishes to continue. If necessary the interview will be rescheduled. Whatever decision the participant makes will be respected. If the participant requests further information on vaccination or health related services she will be directed to the appropriate people in the clinic, as I am not a trained health care professional. 


In the short term little to no benefit to the participants are anticipated. The HWFC methodology has had some positive benefits on communication and treatment of clients by HWs in the clinic within the first few months during previous projects. According to the CIOMS guidelines on medical research (19), the benefits of this research are indirect and to the group that the participant belongs to, not just themselves. It is very important to explore the information needs and decision-making processes in immunization to improve the series completion rate as well as observe any ethical issues surrounding vaccination in a country where it is not required by law. It is necessary to understand the perceptions of health care workers on this subject, as they are the primary source of information about immunization for the mothers. 
 ADDIN EN.CITE 

(7, 9, 20)
Through the discussion groups and interviews awareness will be raised among vaccinators about the feelings and needs of their clients. In the best-case scenario this will lead health workers to think in a new direction and enable them to view the immunization interaction from the client’s perspective. To conclude, I believe that the risks incurred by this study are minimal, and that the benefits as a result of this research justify the purpose of this study.

Use of Animals


Describe if and the type and species of animals to be used in the study. Justify with reasons the use of particular animal species in the experiment and the compliance of the animal ethical guidelines for conducting the proposed procedures.


There will be no use of animals in this study.
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Dissemination and Use of Findings


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


Findings from this project will be compiled as a master’s thesis for the partial fulfilment of the Master of Philosophy degree in International Community Health, University of Oslo. The thesis will be made available online through the University of Oslo library. A copy will also be given to the library at the ICDDR: B. The results will be shared with the local population participating in the study. This will be done as a presentation of preliminary analysis before leaving the field to check for validation as well as distribution of the finished product at the clinic.

Collaborative Arrangements

Briefly describe if this study involves any scientific, administrative, fiscal, or programmatic arrangements with other national or international organizations or individuals. Indicate the nature and extent of collaboration and include a letter of agreement between the applicant or his/her organization and the collaborating organization. 

I am a Masters Student from the University of Oslo.
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: Principal Investigator 
Dr. Azharul Islam Khan

2    Present Position: Head, Short Stay Unit,  Dhaka Hospital, Executive Directors Division & Communications Coordinator SUZY (Scaling Up Zinc Treatment for Young Children with Diarrhoea in Bangladesh) Health Systems and Infectious Diseases Division ICDDR, B: Centre for Global Live Saving Solutions, Mohakhali, Dhaka-1212,
Education:

Post-Doctoral fellowship in Medicine 1994-1998.

Miyazaki Medical College, Japan.

PhD in Medical Science with specialization in Immuno-parasitology, 1994.

Miyazaki Medical College, Japan.

Diploma in Tropical medicine, 1993.

Institute of Tropical Medicine, Nagasaki University, Japan.
M.B.B.S. Final Professional, 1982.

General Certificate of Education Examination. (University of London), 1973. Physics with Chemistry.

TRAINING

	Dates
	Area of Training/ Fellowship
	Institution/Country

	6. July, 1988 - March, 1989.
	Lecturer 


	NIPORT (National Institute of Research in Population Control and Training) Dhaka, Bangladesh.

	December 2004
	Molecular Techniques involve with the Diagnosis of Cholera and allied organisms
	Institute of Research on Cholera & Infectious Diseases, Kolkata, India

	October 1989 to March 1990.
	Research Fellow in Internal Medicine
	Department of Internal Medicine Miyazaki Medical College, Miyazaki, Japan

	April, 1989 to September 1989
	Japanese Language course.  


	Kyushu University, Fukuoka, Japan

	July, 1987 - June, 1988.
	Diabetic-Endocrine and Metabolic Disorders 


	Bangladesh Institute of Research in Diabetes, Endocrine and Metabolic Disorders, Dhaka, Bangladesh

	April, 1982 to August, 1984
	In-service training (Residency) after award of M.B.B.S. Degree, in different units of 
	Dhaka Medical College Hospital, 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

1. Strategies to improve low Child Immunization Coverage in Urban slums and Feasibility Study in Hard to reach Haor Areas

2. A situation analysis of existing laboratory services and their utilization in Upazila Health Complex (UHC) of rural Bangladesh 

3. Strategies to Improve the Quality and Performance of Clinical Contraceptive Services in Bangladesh

4. Use of special markers during NIDs to increase OPV coverage in Bangladesh

5. Strategies to improve the quality of RTI/STD in selected Upazillas of Bangladesh 

	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.2. As Co-Principal Investigator

1. Management of tuberculosis by private practitioners and health seeking behaviour of symptomatic adults/ TB cases 

2. Programmatic and non – programmatic determinants of low immunization coverage in Bangladesh 

3. RTI/STD intervention at urban Government of Bangladesh and rural NGO sites

4. Effects of vitamin A and zinc supplementation on clinical response and nutritional status in TB patients

	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.3.   As Co-Investigator  


	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


5   Publications 
	Types of publications
	Numbers

	a. Original scientific papers in peer-review journals                               
	     

	b.   Peer reviewed articles and book chapters                                                               
	     

	c. Papers in conference proceedings
	     

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

	e. Working papers
	     

	f. Monographs
	     


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

1)    A.I. Khan et.al. 2009: Diarrhoea Outbreaks during 2007 Floods: Experience at a Diarrhoea Treatment Facility in Dhaka, Bangladesh, submitted for publication.

2)
A.I. Khan, Johji Kato, Yuichiro Ishiyama, Kazuo Kitamura, Kenji Kangawa, and Tanenao Eto. 1997 : Effects of Chronically Infused Adrenomedullin In Two-Kidney, One-Clip Hypertensive Rats. European Journal of Pharmacology, 333:187-190.

3)
A.I. Khan, Johji Kato, Kazuo Kitamura, Kenji Kangawa, and Tanenao Eto. 1997. Hypotensive Effects of Chronically Infused Adrenomedullin in Conscious Wistar-Kyoto and Spontaneously Hypertensive Rats. Clin. Exp. Pharmacol. Physiol. 24:139-142.
4)
A.I. Khan, Y. Horii, N. Ishikawa, and Y. Nawa, 1995 : Effects of adoptive transfer of immune spleen cells on worm growth and microfilaraemia in Brugia Pahangi Infection in Mongolian gerbils: J. Helminthol. 69:331-335.

5)   A.I. Khan, Y. Horii, and Y. Nawa. 1993 : Defective mucosal immunity of Mongolian gerbils, Meriones unguiculatus, to reinfection with Strongyloides venezuelensis, Parasite Immunology. 15:565-571.
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Give biographical data in the following table for key personnel including the Principal Investigator. Use a photocopy of this page for each investigator.
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*This CV has been submitted in a Format Convenient to him.
1    Name: Per Nortvedt
Appendix 1: CV of External Principal Investigator

	Hovedstilling 
	Primary position

	Professor, Seksjon for medisinsk etikk, Institutt for Allmenn og samfunnsmedisin, Universitetet i Oslo
	Professor, and Leader of Section, Section for Medical Ethics, Institute of General Practice and Community Medicine, University of Oslo

	Bistilling
	Secondary position

	Professor II ,Høgskolen i Oslo, avdeling for sykepleierutdanning
	Adjunct professor, Centre for the study of professions, Oslo University College

	Forskningsinteresser
	Research interests

	Omsorgs og nærhetsetikk, grunnlagsetikk, klinisk medisinsk etikk og sykepleieetikk, vitenskapsteori og forskningsetikk
	Ethics of care and proximity, meta-ethics, clinical medical ethics and nursing ethics, theory of science and research ethics

	Pågående prosjekter
	Ongoing projects

	· Prioriteringer I klinisk sykepleie og medisin, i helsetjenesten for eldre og i psykiatrien.

· Nærhetsetikk og klinisk sensitivitet

· Behandlingsavslutning, eutanasi


	· Prioritising in elderly care and health care

· Ethics of proximity and clinical sensitivity

· End of life issues, euthanasia.
· Mapping the Normative Terrain of an Ethics of Care, Norwegian Research Council 2008

	Publikasjoner
	Publications

	Bøker (FRIDA)
	Books (FRIDA)

	Vitenskapelige artikler (FRIDA)
	Articles (FRIDA)

	Verv og veiledning, Adm stillinger
	Assignments and advising

	· Seksjonsleder Seksjon for medisinsk etikk

· Undervisningleder same sted. 
· Referee i flere internasjonale tidsskrift, Medicine, Health care and Philosophy, Nursing Philosophy, Journal of Medical Ethics, Nursing Ethics, Nursing Inquiry, Journal of Advanced Nursing, Contemporary Nurse, Vård I Norden, Norsk Tidsskrift for sykepleieforskning
· Medlem av dispensasjons og klagenemda for PGD behandling i utlandet. 
· Veileder flere forskningsprosjekter og doktorgradsstudenter i medisinsk etikk og sykepleieetikk. Veildet 6 studenter fram til ferdig doktorgrad
· 
	· Referee In several international journals
· Member of the Norwegian Governmental Appeal Board regarding medical treatment abroad

· Supervising several research projects and doctoral students in medical ethics and nursing ethics.  

· 


Publications

Articles in International Journals with referee. 1993- 2007
1. Emotions, Care and Particularity, Vård i Norden, no. 1 1993, s. 18-24.

2. Vi skaper ikke verdiene, men holder dem oppe. I: Vård i Norden, nr. 3 1997, s. 10-14.

3. Sensitive Judgment - an Inquiry into the Foundation of Nursing Ethics, I: Nursing Ethics, nr. 5 1998.

4. Clinical Sensitivity – The Inseparability of Ethical Perceptiveness and Clinical Knowledge, Scholarly Inquiry for Nursing Practice. Publiseres No. 3 2001.

5. Brinchmann, B og Nortvedt P. I. Ethical Decision-making in Neonatal Units – The Normative Significance of Vitality. I: Medicine, Health Care and Philosophy, Publiseres no. 1. 2001.

6. Needs, Closeness and Responsibilities – An Inquiry into some Rival Moral Considerations of Nursing Care, Nursing Philosophy. Publiseres i no. 2. vol 2. 2001.

7. Critical Response to Holm’s paper, Nursing Philosophy, 2001, no 1.

8. Brinchmann B, Førde.R og Nortvedt P. (2001) Protecting the Parents – A qualitative study of Parent’s Participation in Life and Death Decisions concerning their Premature Children.  Nursing Ethics, 9, 2002, p. 388-404.

9. Levinas, Justice and Health Care. Medicine Health Care and Philosophy. March 2003, Vol 5. no 1  

10. Subjectivity and Vulnerability – Reflections on the Foundation of Ethical Sensibility, Nursing Philosophy, Vol 4 no 1 March 2003

11. Immersed Subjectivity and Engaged Narratives -Clinical Epistemology and Normative Intricacy, Nursing Philosophy, 2003
12. Rognstad, M.K, Nortvedt P og Aasland O (2004) Helping – motives in post-modern society: Values and attitudes among nursing students, Nursing Ethics, vol. no. 
13. Pain relief, sedation and well-being – ethical problems in intensive care medicine, Med Gunnvald Kvarstein og Ingvild Jonland. Nursing Ethics, August 2005.

14. The Fact Value Distinction, Editorial Nursing Philosophy, Vol. No 2 2005.

Scientific books, chapters, in English
1. Sensitive Judgments, - Nursing, Moral Philosophy and an ethics of care, Tano Publisher 1996 Oslo, Norway 

2. Ethics and Emotion, In: Toward a Moral Horizon- Nursing Ethics for Leadership and Practice, (Storch, Rodney and Starzomski eds), Toronto: Prentice Hall 2004
3. Care, Sensitivity and the Moral Point of View. I Boken New Pathways for Biomedical Ethics, Intersentia Belgium 2007.

International publications 2007- 2008

Care, Sensitivity and the Moral Point of View. IN : New Pathways for Biomedical Ethics, Intersentia Belgium 2007.

Nortvedt P. (2008) Sensibility and Clinical Understanding, Medicine, Health Care and Philosophy . 11. 209-219
Nortvedt, P, Pedersen R , et al (2008) Clinical Prioritizations of Health Care for the Aged – Professional Roles, Journal of Medical Ethics, 34, p. 332-335

Pedersen R, Nortvedt, P et al (2008) In the Quest of Justice? Clinical Prioritization in Health Care for the Aged. Journal of Medical Ethics, 34: 230-235.

Nortvedt, P, Nordhaug, M (2008) The Principle and Problem of Proximity in Ethics, Journal of Medical Ethics, 34: 156- 161.

Grøthe, Kristin Halvorsen; Slettebø, Åshild; Nortvedt, Per; Pedersen, Reidar; Kirkevold, Marit; Nordhaug, Marita; Brinchmann, Berit Støre. 
Priority dilemmas in dialysis - The impact of old age. Journal of Medical Ethics 2008 In Press

Hem, Marit Helene; Nortvedt, Per; Heggen, Kristin. 
"Only a Manic Depressive": The Zone of the Untouchable and Exceeding Limits in Acute Psychiatric Care. Research and Theory for Nursing Practice 2008 ;Volume 22.(1) s. 56-77

Dreyer A, Nortvedt P, (2008) Sedation of ventilated patients in intensive care units: relatives' experiences, Journal of Advanced Nursing Mar;61(5):549-56
National publications and books, chapter in books

Systematic ethical work in intensive care units is beneficial]

Tidsskr Nor Laegeforen. 2008 Apr 3;128(7):844; author reply 844-5. 

Guidelines on do-not-resuscitate orders in Norwegian hospitals]

Tidsskr Nor Laegeforen. 2006 Aug 10;126(15):1913-6. 
Care, Sensitivity and the Moral Point of View. I Boken New Pathways for Biomedical Ethics, Intersentia Belgium 2007.

Profesjoner og paternalisme. Kap I bok og profesjonsteori, Universitetsforlaget. Ferdigstilles 2008.

Sykepleiens grunnlag – historie, fag og etikk, 2 utgave, lærebok revidert, Universitetsforlaget, Oslo

Ekte forskere fusker ikke! Kronikk Dagbladet 23 mai 2008.
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1    Name: Mette Sagbakken
2    Present Position: Researcher/ PhD Candidate 
Master’s of Philosophy International Community Health
3    Educational background:
 

       (Last degree and diploma & training

        Relevant to the present research proposal)
4.0 List of ongoing research protocols  
       (Start and end dates; and percentage of time)

Interpretation and Management of Tuberculosis in Ethiopia and Norway
4.1 As Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	21/8-06
	16/3-10
	100%

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.4. As Co-Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.5.   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
	2

	b.   Peer reviewed articles and book chapters 
	1

	c. Papers in conference proceedings
	3

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

	e. Working papers
	2

	f. Monographs
	1


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

1)
Perceptions and management of tuberculosis symptoms in Addis Ababa, Ethiopia. Qual Health Res. 2008, Oct; 18(10) 
2)
Barriers and enablers in the management of tuberculosis treatment in Addis Ababa, Ethiopia: A qualitative study. BME Public Health. 2008, Jan 11; 8:11.
        3)
NA
        4)
NA
       5)   NA    

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: Heather Ames
2    Present Position: Student in Master’s of philosophy International Community Health
3    Educational background:
 

       (Last degree and diploma & training)
Bachelor of Arts in Anthropology with an Extended Minor in French 

4.0 List of ongoing research protocols  
       (Start and end dates; and percentage of time)

4.6. As Principal Investigator
	Protocol Number
	Starting date
	End date
	Percentage of time

	
	January 15, 2007
	April 20, 2007
	100%

	
	
	
	

	
	
	
	

	
	
	
	


4.7. As Co-Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


4.8.   As Co-Investigator  


The informed decision making process of guardians during childhood immunization in Dhaka, Bangladesh: A qualitative study from the perspectives of the vaccinator and the guardian.
	Protocol Number
	Starting date
	End date
	Percentage of time

	PR-09050
	15/10/2009
	01/01/2010
	100%

	
	
	
	

	
	
	
	

	
	
	
	


5   Publications 
	Types of publications
	Numbers

	g. Original scientific papers in peer-review journals 
	0

	h.   Peer reviewed articles and book chapters 
	0

	i. Papers in conference proceedings
	0

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

	k. Working papers
	0

	l. Monographs
	0


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

        1)


        2)


        3)


        4)


       5)       
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Appendix 1: Informed Consent Forms

Informed Consent Form for Vaccinators

Protocol Number: PR-09050

Protocol Title: The informed decision making process of guardians during childhood immunization in Dhaka, Bangladesh: A qualitative study from the perspectives of the vaccinator and the guardian 
Principal Investigator:  Dr. Azharul Islam Khan 

Investigator: Heather Ames

Purpose of the research:

My name is Heather Ames and I am pursuing a Master of philosophy in International Community Health at the University of Oslo. I am very interested in the immunization encounter here in Bangladesh. I am conducting a study trying to understand this interaction and how information about immunization is passed from the vaccinator to the guardian. The purpose of this study is to see how information is exchanged during the immunization encounter.

Why are we inviting you to participate in the study?
We are inviting you to participate in this study because you work in the immunization room at the short stay ward, ICDDR,B Dhaka Hospital.

What is expected from the participants of the research study?
You will be asked to volunteer to participate in six workshops that will take place here at the hospital. There will be one workshop a week. Each workshop will last for approximately two hours. You will also be asked to participate in one in depth interview at some point during the study to share your personal experience of working with immunization and to gain feed back on the workshops.

Risk and benefits:

There is little to no risk involved with participating in this study. There will be little to no personal benefit from this study. However, participants may benefit from knowledge gained during the workshops.

Privacy, anonymity and confidentiality

I hereby affirm that all information gathered in this study will be kept confidential. No names will be used. Numbers will be assigned to research participants. All of the information collected from you will be kept in a safe. Only I will have they key. The only people with access to the information will be the two research assistants and myself. The data gathered through this study will be analysed by myself at the university of Oslo, Oslo, Norway. 

Future use of information:

In case of future use of information the data will be rendered completely anonymous in accordance with the confidentiality agreement. 

Right not to participate and withdraw:

Even if you say yes to participate you may withdraw at any time during or after the workshops and/or interview. You are the only person to decide whether or not you participate. If you decide to withdraw all of the information about you will be destroyed. Participation is entirely voluntary. These discussions will only be used for research purposes.

Principle of compensation:

Refreshments will be provided during workshops and interviews; beyond this no other financial compensation will be provided as conveyance and cost of time for attending the meeting.

If you want to know more about our study, you may please contact with the following personnel: 

You can contact me at any time after my interview at telephone number: Phone: (+88) 0182 142 2296, Email: h.m.r.ames@studmed.uio.no  or  Dr. Azharul Islam Khan, telephone number: +880-2-8860523-32 ext 2365, Or Cell phone: 01712 084 686 ICDDR,B, Mohakhali, Dhaka-1212, Email: azharul@icddrb.org.

Or  if you want to know about your rights and benefits for attending in the study you may please contact Mr. M. A. Salam Khan, IRB Manager, ICDDR,B at his telephone numbers: 8860523-32, ext. 3206, or 9886498 (direct).

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

Thank you for your cooperation

_______________________________________

____________________

Signature or left thumb impression of subject


Date

_______________________________________

____________________

Signature or left thumb impression of the witness

Date

_______________________________________

___________________

 Signature of the PI or his/her representative

 
Date

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

Informed Consent Form for Mothers’/Guardians’
Protocol Number: PR-09050

Protocol Title: The informed decision making process of guardians during childhood immunization in Dhaka, Bangladesh: A qualitative study from the perspectives of the vaccinator and the guardian 
Principal Investigator:  Dr. Azharul Islam Khan 

Investigator: Heather Ames

Purpose of the research:

My name is Heather Ames and I am pursuing a Master of philosophy in International Community Health at the University of Oslo. I am very interested in the immunization encounter here in Bangladesh. You and/or your child have come to the ICDDR.B immunization room for the purpose of vaccination. I am conducting a study looking into what kind of information is given to you at the vaccination clinic as well as how you receive this information. You will not receive any special treatment due to the research. However, the results may be able to help the hospital improve communication in the immunization program.

Why are we inviting you to participate in the study?
You are being asked to participate in this study because I am interested in hearing about your experiences and your thoughts about this clinic and information about immunisation.

What is expected from the participants of the research study?

If you agree to participate in this study my research assistant and I will observe the immunisation of you and/or your child. You will also be asked to participate in an exit interview about your experience, which will take place in a separate room here in the hospital. The interviews will be tape-recorded with your consent and last approximately 45 mins.

Risk and benefit:

There is little to no risk involved with participating in this study. You may benefit from speaking about your experiences during the interview. Information collected will help to improve knowledge about vaccination in Bangladesh.

Privacy, anonymity and confidentiality

I hereby affirm that all information gathered in this study will be kept confidential. No names will be used. Numbers will be assigned to research participants. All of the information collected from you will be kept in a safe. Only I will have they key. The only people with access to the information will be the two research assistants and myself. The data gathered through this study will be analysed by myself at the university of Oslo, Oslo, Norway. 

Future use of information:

In case of future use of information the data will be rendered completely anonymous in accordance with the confidentiality agreement. 

Right not to participate and withdraw:

Even if you say yes to participate you may withdraw at any time during or after the workshops and/or interview. You are the only person to decide whether or not you participate. If you decide to withdraw all of the information about you will be destroyed. Participation is entirely voluntary. These discussions will only be used for research purposes.

Principle of compensation:

Refreshments will be provided during workshops and interviews; beyond this no other financial compensation will be provided as conveyance and cost of time for attending the meeting.

If you want to know more about our study, you may please contact with the following personnel: 

You can contact me at any time after my interview at telephone number: Phone: (+88) 0182 142 2296, Email: h.m.r.ames@studmed.uio.no  or  Dr. Azharul Islam Khan, telephone number: +880-2-8860523-32 ext 2365, Or Cell phone: 01712 084 686 ICDDR,B, Mohakhali, Dhaka-1212, Email: azharul@icddrb.org.

Or  if you want to know about your rights and benefits for attending in the study you may please contact Mr. M. A. Salam Khan, IRB Manager, ICDDR,B at his telephone numbers: 8860523-32, ext. 3206, or 9886498 (direct).

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

Thank you for your cooperation

_______________________________________

____________________

Signature or left thumb impression of subject


Date

_______________________________________

____________________

Signature or left thumb impression

 

Date

of attendant/Guardian

_______________________________________

____________________

Signature or left thumb impression of the witness

Date

_______________________________________

___________________

 Signature of the PI or his/her representative

 
Date

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

informed Consent Form for Vaccinators

Protocol Number: PR-09050

Protocol Title: The informed decision making process of guardians during childhood immunization in Dhaka, Bangladesh: A qualitative study from the perspectives of the vaccinator and the guardian 
Principal Investigator:  Dr. Azharul Islam Khan 

Investigator: Heather Ames

M‡elYvi D‡Ïk¨ t

Avwg ‡n_vi Ggm& Ges Am‡jv wek¦we`¨vj‡q ÔAvš—R©vwZK ¯^v¯’¨ mgvRÕ wel‡q Gg,wdj G Aa¨vqYiZ| Avwg evsjv‡`‡ki †ivM cÖwZ‡laK e¨e¯’v m¤^‡Ü Rvb‡Z AvMÖnx| GB djkÖ“wZ‡Z Avwg GKUv M‡elYv cwiPvjbvi †Póv KiwQ| hvi g~j welq n‡”Q cÖwZ‡laKKvjxb wUKv cÖ‡qvMKvix I wkïi AwffveK‡`i g‡a¨ wKfv‡e Z_¨ cÖevwnZ nq| GB M‡elbvi g~j welq n‡”Q wKfv‡e Z_¨ Av`vb cÖ`vb Kiv n‡”Q wUKv `v‡bi mgq|

Avcbv‡K Avgiv †Kb GB M‡elYvq Ask MÖnY Avgš¿Y Rvbvw”Qt-

 Avcbv‡K GB M‡elbvq AskMÖnY Ki‡Z ejwQ KviY Avcwb wUKv `v‡bi mgq wewfbœ Iqv‡W© I AvBwmwWwWAviwe nvmcvZv‡j KvR K‡ib|


AskMÖnYKvix‡`i Kv‡Q wK cÖZ¨vkv Kiv n‡q‡Q? t- 

Avcbv‡K †m”Qv‡meK wnmv‡e GB nvmcvZv‡j QqwU `jxq K‡_vcK_b G AskMÖnY Kiv‡bv n‡e| GUv mßv‡n GKw`b n‡e| Gi mgq n‡e `yB N›Uv| Avcbv‡K I ejv n‡e GLv‡b AskMÖnY Kivi Rb¨ †hLv‡b Avcwb Avcbvi e¨w³MZ AwfÁZv I wK wK mdjZv AR©b K‡i‡Qb Zv ej‡eb| GB mv¶vrKvi ïaygvÎ M‡elbvi Kv‡R e¨eüZ n‡e| 

SuzwK I m~dj t

GB M‡elbvq Ask MÖnY Ki‡j †Kvb SzuwK _v‡Kbv| GLv‡b †Kvb e¨vw³MZ my‡hvM myweav _vK‡ebv| wKš‘ Ask MÖnYKvix Aek¨B Ávb AR©b Kivi my‡hvM-myweav cv‡e| 

GKvš—Zv, bvgnxbZv I ‡MvcbxqZvt

Avwg GB e‡j Avcbv‡K Avk¦¯’ KiwQ †h, ch©‡e¶‡Yi cÖvß Z_¨¸‡jv ‡Mvcb ivLv n‡e Ges Kv‡iv bvg cÖKvk Kiv n‡e bv| cÖ‡Z¨K AskMÖnYKvix‡K GKwU K‡i µwgK bv¤^vi ‡`qv n‡e|Z_¨¸‡jv †Mvcbxq RvqMvq msi¶b Kiv n‡e| ïay Avgvi Kv‡Q PvwewU _vK‡e| GB Z_¨¸‡jv Avgvi I Avgvi `yBRb mnKvixi cÖ‡ekvwaKvi _vK‡e| GB mv¶vZKvi ïay M‡elbvi Kv‡R e¨envi Kiv n‡e|

Z‡_¨i fwel¨Z e¨envi t-

fwel¨‡Z Z_¨ ¸‡jv kyay M‡elbvq e¨envi Kiv n‡e Ges KvR †k‡l msM„wnZ DcvË ¸‡jv m¤ú~b© bó K‡i †djv n‡e|

AskMÖnY Kiv ev m¤§wZ mwi‡q †bIqvi AwaKvi t-

GB M‡elbvq AskMÖnb m¤ú~Y©B Avcbvi gwR©i Dci | Avcwb hw` B”Qv K‡ib mv¶vZKvi PjvKvjxb ev GB M‡elbv PjvKvjxb ‡h‡Kvb mg‡q Avcwb wb‡R‡K GB M‡elbv †_‡K mwi‡q wb‡Z cv‡ib| 

¶wZc~ib:

gZ wewbgq mfv I mv¶vZKvi PjvKvjxb mgq nvjKv Lvevi mieivn Kiv n‡e| Gi evB‡i Avcbvi hvZvqvZ ev mg‡qi ‡`qvi Rb¨ †Kvb iKg ¶wZcyib ev Avw_©K myweav †`qv n‡e bv|
Avcwb GB M‡elbv PjvKvjxb ev Zvi c‡i hw` †Kvb cÖ‡qvR‡b Kjvejvi cÖ‡qvRb g‡b K‡ib Zvn‡j Avgvi mv‡_ 01821422296 GB †gvevBj bv¤^v‡i,  A_ev Rbve AvRnvi“j Bmjvg Lvb, cÖvavb M‡elK, †dvb bv¤^vi: 8860523-32, ewa©Z-2365 A_ev Zvi †gvevBj bv¤^vi – 01712084686-G †hvMv‡hvM Ki‡Z cv‡ib|

GB M‡elbvq AskMÖnb Kivi †¶‡Î Avcbvi AwaKvi I jvf-¶wZ m¤ú‡K© hw` †Kvb cÖkœ _v‡K Zvn‡j Avcwb mivmwi Rbve Gg. G. mvjvg Lvb, AvB. Avi. we. g¨v‡bRvb, K‡jiv nvmcvZv‡j, Zvi †dvb bs 8860523-32, ewa©Z - 3206 ev mivmwi bv¤^vi – 9886498-G †hvMv‡hvM Ki‡Z cv‡ib|
Avcwb hw` G M‡elbvq Avgv‡K mvnvh¨ Kivi Rb¨ ivRx _v‡Kb Zvn‡j wb‡P ¯^v¶i Ki“Y A_ev Avcbvi evg nv‡Zi e„×v½y‡ji wUc mB w`b|  
Avcbvi mn‡hvMxZvi Rb¨ ab¨ev`|

_____________________________________                        _______________________

AskMÖnbKvixi ¯^v¶i/ evgnv‡Zi e„×v½ywji wUcmB t    



ZvwiL

_____________________________________                        _______________________

¯^v¶xi ¯^v¶i/ evgnv‡Zi e„×v½ywji wUcmB t    




ZvwiL

_____________________________________                        _______________________

cÖwZwbaxi ¯^v¶i / evgnv‡Zi e„×v½ywji wUcmB t 




ZvwiL

Informed Consent Form for Mother's/Guardians

Protocol Number: PR-09050

Protocol Title: The informed decision making process of guardians during childhood immunization in Dhaka, Bangladesh: A qualitative study from the perspectives of the vaccinator and the guardian 
Principal Investigator:  Dr. Azharul Islam Khan 

Investigator: Heather Ames.

M‡elYvi D‡Ïk¨ t

Avwg ‡n_vi Ggm& Ges Am‡jv wek¦we`¨vj‡q ÔAvš—R©vwZK ¯^v¯’¨ mgvRÕ wel‡q Gg,wdj G Aa¨vqYiZ| Avwg evsjv‡`‡ki †ivM cÖwZ‡laK e¨e¯’v m¤^‡Ü Rvb‡Z AvMÖnx|Avcwb A_ev Avcbvi wkï AvB.wm.wW.wW.we.Avi.we †K‡›`ª G‡m‡Qb UxKv w`‡Z| Avwg GKUv M‡elYv cwiPvwjZ KiwQ hvi D‡Ïk¨ wUKv`vb †K‡›`ª Avcbv‡K wK ai‡bi Z_¨ cÖ`vb Kiv n‡”Q Ges Avcwb ZvB wKfv‡e MÖnY Zv Ki‡Qb Zv ch©‡e¶Y Kiv| Avcwb GB M‡elbvq we‡kl †Kvb ai‡bi †mev cv‡eb bv| AwaKšÍy Gi djvdj nvmcvZvj‡K wUKv cÖ`vb †cÖvMÖv‡gi Dci we‡kl cÖfvweZ Ki‡e|

Avcbv‡K Avgiv †Kb M‡elYvq Ask MÖnY Avgš¿Y Rvbvw”Q t

Avcwb GB Aa¨vq‡b Ask MÖnY Ki‡Qb Kvib Avwg Avcbvi AwfÁZv ïb‡Z AvMÖnx Ges nvmcvZvj m¤ú‡K© Avcbvi wPš—v wUKv cÖ`v‡bi Z_¨ m¤ú‡K©I Avgvi †KŠZznj Av‡Q| 

AskMÖnYKvix‡`i KvQ †_‡K wK cÖZ¨vkv Kiv n‡”Q t

Avcwb hw` ivRx _v‡Kb Z‡e Avwg Ges Avgvi mnKvix Avcbvi wkïi UxKv`vb ch©‡e¶Y Kie| GQvov Avcbv‡K Aby‡iva Kie GKUv mv¶vZKvi w`‡Z| Avcwb ivRx _vK‡j mv¶vZKviwU †Uc †iKW© Kiv n‡e Ges Gi †gqv`Kvj n‡e 45 wgwbU| 

SuywK I mydj t

GB ch©‡e¶‡Y AskMÖn‡Y †Kvb SuywK †bB| eis mv¶vZKv‡i K_v e‡j Avcwb Avcbvi Ávb‡K evsjv‡`‡ki UxKv`vb Kg©m~Px m¤ú‡K© AviI mg„× Ki‡Z cvi‡eb| GLvbKvi Z_¨ cieZx©‡Z evsjv‡`‡ki wUKv †K›`ª¸‡jv‡K jvfevb Ki‡e|

GKvš—Zv, bvgnxbZv I ‡MvcbxqZvt

Avwg GB e‡j Avcbv‡K Avk¦¯— KiwQ †h, ch©‡e¶‡Yi cÖvß Z_¨¸‡jv ‡Mvcb ivLv n‡e Ges Kv‡iv bvg cÖKvk Kiv n‡e bv| cÖ‡Z¨K AskMÖnYKvix‡K GKwU K‡i µwgK bv¤^vi ‡`qv n‡e| Avcbvi ‡`qv Z_¨¸‡jv wbivc‡` ivLv n‡e| ïay Avgvi Kv‡Q PvwewU _vK‡e| GB Z_¨¸‡jv Avgvi I Avgvi `yBRb cÖ‡ekvwaKvi _vK‡e| G ch©‡e¶‡bi Z_¨¸‡jv Am‡jv wek¦we`¨vj‡q, biI‡q‡Z we‡k­lY Ki‡ev|

Z‡_¨i fwel¨ e¨envi t-

fwel¨‡Z Z_¨ ¸‡jv kyay M‡elbvq e¨envi Kiv n‡e Ges KvR †k‡l msM„wnZ DcvË ¸‡jv m¤ú~b© bó K‡i †djv n‡e|

AskMÖnY Kiv ev m¤§wZ mwi‡q †bIqvi AwaKvi t-

GB M‡elbvq AskMÖnb m¤ú~Y©B Avcbvi gwR©i Dci | Avcwb hw` B”Qv K‡ib mv¶vZKvi PjvKvjxb ev GB M‡elbv PjvKvjxb ‡h‡Kvb mg‡q Avcwb wb‡R‡K GB M‡elbv †_‡K mwi‡q wb‡Z cv‡ib| 

¶wZc~ib:

gZ wewbgq mfv I mv¶vZKvi PjvKvjxb mgq nvjKv Lvevi mieivn Kiv n‡e| Gi evB‡i Avcbvi hvZvqvZ ev mg‡qi ‡`qvi Rb¨ †Kvb iKg ¶wZcyib ev Avw_©K myweav †`qv n‡e bv|

Avcwb GB M‡elbv PjvKvjxb ev Zvi c‡i hw` †Kvb cÖ‡qvR‡b Kjvejvi cÖ‡qvRb g‡b K‡ib Zvn‡j Avgvi mv‡_ 01821422296 GB †gvevBj bv¤^v‡i,  A_ev Rbve AvRnvi“j Bmjvg Lvb, cÖvavb M‡elK, †dvb bv¤^vi: 8860523-32, ewa©Z-2365 A_ev Zvi †gvevBj bv¤^vi – 01712084686-G †hvMv‡hvM Ki‡Z cv‡ib|

GB M‡elbvq AskMÖnb Kivi †¶‡Î Avcbvi AwaKvi I jvf-¶wZ m¤ú‡K© hw` †Kvb cÖkœ _v‡K Zvn‡j Avcwb mivmwi Rbve Gg. G. mvjvg Lvb, AvB. Avi. we. g¨v‡bRvb, K‡jiv nvmcvZv‡j, Zvi †dvb bs 8860523-32, ewa©Z - 3206 ev mivmwi bv¤^vi – 9886498-G †hvMv‡hvM Ki‡Z cv‡ib|

Avcwb hw` G M‡elbvq Avgv‡K mvnvh¨ Kivi Rb¨ ivRx _v‡Kb Zvn‡j wb‡P ¯^v¶i Ki“Y A_ev Avcbvi evg nv‡Zi e„×v½y‡ji wUc mB w`b|  
Avcbvi mn‡hvMxZvi Rb¨ ab¨ev`|

_____________________________________                        _______________________

AskMÖnbKvixi ¯^v¶i/ evgnv‡Zi e„×v½ywji wUcmB t    



ZvwiL

_____________________________________                        _______________________

Awffve‡Ki ¯^v¶i / evgnv‡Zi e„×v½ywji wUcmB t     



ZvwiL
_____________________________________                        _______________________

¯^v¶xi ¯^v¶i/ evgnv‡Zi e„×v½ywji wUcmB t    




ZvwiL

_____________________________________                        _______________________

cÖwZwbaxi ¯^v¶i / evgnv‡Zi e„×v½ywji wUcmB t 




ZvwiL

Appendix 4: Abstract Summary

Project title: The informed decision making process of guardians childhood immunization in Dhaka, Bangladesh; A qualitative study from the perspectives of the Vaccinator and the Guardian.

The purpose of this study is to explore the perceptions of the importance of information during the immunization encounter from the points of view of both the Vaccinator and the Guardian. Furthermore, it is to understand the importance of this information to the guardians in their decision to immunize their child. This study will use a variety of qualitative methods to gather information on the topic. These methods include workshops with vaccinators, observation in the immunization clinic, interviews with guardians and material analysis of tools used for immunization education.

1) Two groups of participants will be used in the study. The first group is the vaccinators. Six to eight vaccinators will be recruited to participate in the Health Workers for Change (HWFC) workshops. Some will be asked to give follow up interviews after the workshops have been completed. These vaccinators should have been working with immunization at ICDDR, B for at least three months to have an in-depth understanding of how the vaccination process at the ICDDR, B works.

The second group of participants is the guardians and their children who are being vaccinated. The inclusion criterion for this study group is to have a child going through the newborn immunization process during the study period. These guardians will be asked to participate in interviews about their experiences with immunization and the information they have received. They will also be involved in the observations of immunization at the clinic. The children will only be involved in the observations as they are the ones being immunized. They obviously can not consent to participation in the observations so the guardians will be asked to consent for them.

2) Participation in this study involves minimal risk to all participants. There will be no physical interventions involved. The study will take time out of the participant’s busy lives due to workshops and interviews. If the participant becomes stressed or emotional during any of the research activities the activity will be suspended until the person has recovered and wishes to continue. If they do not wish to continue their decision will be respected.

3) Besides the above mentioned responses to participant stress other measures can be taken to protect participants further if that is their wish. These could include holding interviews and group workshops outside of the clinic environment to keep the identities of those participating confidential. It could be possible to meet with the vaccinators outside of clinic hours and or away from the clinic. However, these measures could complicate the organization of the study and increase the time needed to participate due to travel to and from the meeting place.

4) To protect the identities of the participants they will be given an interview and or group workshop number. No identifying factors will be recorded during observations unless informed consent is given. Participants will always be informed of the confidentiality procedures at the beginning of their involvement and again at each new meeting. All material associated with the study will be kept in a locked cupboard.

5) Normal written informed consent procedures will be followed for both the interviews and the group workshops. Participants will be given an information sheet regarding the study when asked to participate. When arriving for the interview or group workshop the information sheet will be reviewed with the participant to check for understanding and comprehension. An opportunity for questions will be provided. If the participant is observed to be competent to participate in the study and has understood the information regarding the study they will then be asked to sign the informed consent form. Verbal consent will be used during the observation of immunization due to the brief nature of the encounter and the fact that no identifying information will be recorded. 

6) This study will involve interviews of a qualitative nature. Participants will be allowed to choose the location of their interview to decrease stress of participation. The information sheet will be reviewed before the interview begins. The informed consent form will then be signed. Interviews will last approximately one hour.

7) In the short term little to no benefit to the participants are anticipated. The HWFC methodology has had some positive benefits on communication and treatment of clients by Health Workers in the clinic within the first few months during previous projects. According to the CIOMS guidelines on medical research, the benefits of this research are indirect and to the group that the participant belongs to, not just themselves. It is very important to explore the information needs and decision-making processes in immunization to improve the series completion rate as well as observe any ethical issues surrounding vaccination in a country where it is not required by law. It is necessary to understand the perceptions of health care workers on this subject, as they are the primary source of information about immunization for the mothers. Through the discussion groups and interviews awareness will be raised among vaccinators about the feelings and needs of their clients. In the best-case scenario this will lead health workers to think in a new direction and enable them to view the immunization interaction from the client’s perspective. To conclude, I believe that the risks incurred by this study are minimal, and that the benefits as a result of this research justify the purpose of this study.

8) This research does not require the use of records, organs, tissues, body fluids, the fetus or the abortus.
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