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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. (Please keep as brief as possible).


	Principal Investigator(s): Dr Fariha Haseen



	Research Protocol Title: Impact of an HIV/AIDS prevention entertainment education programme and the effect of post-viewing interpersonal discussion   



	Total Budget US$: $50,691                              Beginning Date: 01.9.2006                    Ending Date: 30.06.2007

	This is a proposed randomized field trial testing the effectiveness of an HIV/AIDS youth prevention TV Drama Series to be aired on Bangladesh Television (BTV). The series is expected to begin in October 2006 and will run for 6 months once it starts. The study will also assess the value-added of post-viewing interpersonal discussion in a) home settings and b) youth group settings. The study will be carried out among unmarried, urban youth 15-20 years of age living in the municipality of Gazipur. (Additional municipalities may be required if insufficient numbers of youth groups are not identified). This research is being carried out in support of the National AIDS and STD Programme, under the GFATM project titled ‘Prevention of HIV/AIDS among Young People in Bangladesh.’ Both simple randomization and cluster-randomization selection of participants will be applied. The results of this study will guide the future development of entertainment education campaigns in Bangladesh and elsewhere in South Asia.  
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Description of the Research Project
Hypothesis to be Tested:
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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. The viewing of TV Drama Episodes with HIV/AIDS prevention content will increase levels of general knowledge, increase levels of perceived risk and improve attitudes toward HIV/AIDS protective behaviours among unmarried urban Bangladeshi youth.  

2. Post-viewing discussions with family members or peers will significantly increase levels of knowledge, perceived risk, and positive attitudes toward preventative behaviours among participants, as compared to other participants who do not discuss the episodes. 

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


1. To determine if the entertainment education component of an HIV/AIDS prevention strategy will influence general knowledge levels, risk perception, self-efficacy, and perceptions of social norms and barriers to preventative behaviours among youth.

2. To quantify the value-added of discussion after the viewing of TV drama episodes. 

3. To provide assistance and feedback to Package 901 of the ‘Prevention of HIV/AIDS among Young People in Bangladesh’ project.

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.


Approximately 40 million people are living with HIV/AIDS worldwide, and 67% of all newly infected individuals in developing countries are young people aged between 15 and 24 years. Although the prevalence of HIV/AIDS in Bangladesh is still considered low, recent research suggests that risky sexual behaviour is common and condom use is low among young people, who account for one third of the population (National Baseline Survey, 2005). Many youth harbour incorrect knowledge regarding the transmission and prevention of infection with HIV, with 70% endorsing the belief that washing after sex will protect them from transmission. Such misconceptions contribute to a skewed awareness of their own susceptibility for infection, and only 2.2% of males and 1.1% of females considered themselves at risk for contracting the disease (National Baseline Survey, 2005). 

Youth were thus identified as one of the primary targets of HIV/AIDS prevention efforts in Bangladesh. The Ministry of Health and Family Welfare will be implementing a broad, multi-pronged strategy including information dissemination through the mass media, social marketing of condoms, outreach to youth groups, curriculum reform and advocacy with key community and religious leaders. Operational research is needed to provide feedback on the way the prevention messages are being perceived and internalised in the minds of individuals, and how they are being received in households and in peer groups. This will help generate knowledge that can inform and influence the course of the HIV prevention campaign and maximise the potential of prevention messages to reach the target audience.

The present research project will look at the entertainment education component of the campaign, namely a TV Drama series that incorporates HIV/AIDS prevention messages, and examine its impact on a number of important mediators of behavioural change, such as improved knowledge and perceived risk of infection. Since there is also evidence that interpersonal communication can have positive effects by consolidating knowledge and improving relevant attitudes toward health-enhancing behaviours (Lewis, DeVellis & Sleath, 2002), we will also evaluate the added value of discussing the content of the TV series with peers or family members. Finally, we will also examine the overall receptivity of the audience to the drama series in an effort to understand whether this is an appropriate format for HIV/AIDS prevention education for youth in the Bangladeshi context.

Mass media and HIV/AIDS prevention

The use of mass media for prevention and control of HIV has been shown to be a very cost-effective policy in resource poor-settings (Hogan, Baltussen, Hayashi, Lauer & Salomon, 2005), and an important component of any AIDS prevention strategy (UNAIDS, 2005).  Entertainment education has been applied to HIV/AIDS prevention and control in the form of a number of popular radio & TV dramas, like Soul City in South Africa, Twende na Wakati in Tanzania, Tinka Tinka Sukh in India and Kamisama Mo Sukoshidake in Japan.  Research on these interventions has shown them to be highly successful, with studies being able to demonstrate significant effects on changing HIV prevention behaviour (Vaughan, Rogers, Singhal & Swalene, 2000; Watts, 1998).  

Entertainment education campaigns are loosely based on psychological theories of behavioural change, and use tactics such as strong arguments, emotional appeal, humour, and role models to improve both the knowledge and attitudes of the audience. Aside from targeting change at the level of the individual, they can be instrumental in influencing social norms by introducing sensitive issues regarding HIV/AIDS into topics of everyday conversation, and increasing the acceptability of discussing important issues regarding transmission and prevention. Thus, media messages transmit important social information regarding norms and values with respect to sexuality and reproductive health.

The Value-added of Post-Viewing Discussion

While the use of mass media has been shown to be a powerful method of health education in the past, there is growing recognition among researchers that information disseminated through media campaigns may not be reaching all strata of the population equally. The media’s impact is mediated by socio-structural conditions in which audiences live, with increased information flow benefiting groups of higher socioeconomic status (Tichenor, Donohue & Olien, 1980). Specifically, people with more formal education learn and know more about many issues than do people with less formal education (see Finnegan & Viswanath, 2002). This phenomenon is known as the knowledge gap, and is also present in the content domain of health (Finnegan & Viswanath, 2002). 

Tichenor, Donohue and Olien (1980) have suggested that interpersonal discussion can be used to narrow such knowledge gaps, because it reinforces information received from the media. Diffusion of Innovations theory also emphasizes the value of interpersonal channels in mediating the impact of mass media communications (Rogers, 1983). Adoption of HIV prevention practices is a complex behavioural change, and likely requires exposure to more than one channel of communication (mass media and interpersonal) in order to occur (Bandura, 1994).   


Although certain forms of entertainment education, such as the drama Twende na Wakati in Tanzania, include a number of rhetorical questions at the end of each episode that can be used to stimulate reflection and discussion in the audience, to our knowledge, no studies have been done to try to quantify the added effect of discussion on learning and changes in attitudes. Our study will attempt to fill this gap by randomly assigning half of our participants to a Discussion Requested condition. They will be provided with probes and questions meant to generate discussion after the viewing of each week’s episode, and their changes in HIV prevention knowledge and attitude will be compared to a group who will view the episodes without the discussion component. Since fellow audience members and discussion partners likely play a key role in mediating the effects of discussion, we will have two conditions: a home-family audience condition, and a youth club-peer audience condition. These will serve to further clarify under which circumstances the impact of entertainment education on learning and changing attitudes is optimised. 

The Mediators of Behaviour Change 

A number of studies and meta-analyses on HIV prevention interventions indicate that knowledge about the causes, consequences and methods of prevention of HIV infection is necessary but not sufficient to affect behavioural change (Vaughan et al., 2000). For instance, a study looking at the correlations of several key HIV/AIDS indicators in the youth population in Bangladesh found no correlation between the levels of knowledge of HIV/AIDS and risky sexual behaviour (Frances Aboud, personal communication). Research in the field of health psychology highlights the importance both of cognitive factors, such as perceived risk of contracting HIV and the perceived barriers to adopting preventive behaviours, as well as psychosocial variables, like beliefs about the social norms with respect to the preventative behaviour, in motivating individuals to adopt new behaviours (Bandura, 1994). Perhaps the most important variable that mediates the initiation and maintenance of behavioural change is self efficacy, or a person’s confidence in performing a particular behaviour and in overcoming barriers to that behaviour (Glanz, Rimer & Lewis, 2002; King, 1999). 

The objective of our study is to examine the effect of the 26-episode TV Drama on these beliefs and attitudes that mediate HIV prevention behaviour, and to quantify any value-added of discussion with family members or peers after the viewing of each week’s episode. If the study does observe beneficial effects of post-viewing discussion, measures to implement this component on the national scale can be incorporated into the mass media campaign strategy. 


Thus research will give us insight into the way HIV/AIDS messages are being received and discussed in households and in youth groups, and provide constructive feedback that can be used to enhance the effectiveness of the prevention campaign. 
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.  

Design

This is before-after cross-sectional survey of the impact of an HIV/AIDS TV drama series and a randomized field trial of post-viewing interpersonal discussion among unmarried youth in the municipality of Gazipur.  Male and female youth between 15 and 20 years of age will be recruited.   We will have four conditions: youth who watch the series at home, with or without post-viewing discussion, and those who watch the series in youth groups, also with or without post-viewing discussion. The data collection will be carried out for just over 6 months, beginning prior to the first telecast (expected in October 2006), and will finish with an endline survey 6 months after the telecast begins. 

Population

Source Population: Unmarried youth in the city of Gazipur, Bangladesh
Inclusion Criteria

- unmarried males and females between ages 15-20 years

- completed primary school

- have regular access to a television at home along with a family member (parent, older sibling,    

   aunt) with whom they regularly watch television (home condition)  OR

- regularly attending youth club or other formal group (youth club condition) 
Study Population:  The study population will be systematically selected, consenting youth from the source population. (Refer to Figure 1)

`

a) Home Viewing Sample

The research team will randomly select 4 wards in the municipality of Gazipur and systematically visit households to recruit eligible participants. There will be 210 participants in the Home Viewing condition. 

b) Youth Group Sample

Due to large sample size of this condition, the research team will systematically visit all government –established Youth Clubs in the Gazipur area, as well as other suitable youth organisations, to recruit youth who would meet our inclusion criteria. We anticipate 10 participants in each youth group, with 38 youth groups in total.   
Measurement

1. Baseline Questionnaire will include questions about 

i.  age

ii.  SES (in terms of household assets)

iii.  number of years of education

iv.  regular access to television (when and where and with whom)

v.  attendance of youth club 

vi.  previous levels of exposure to the different components of the mass media education campaign (TV series, radio programs, leaflets, etc.)

vii.  trusted adults who the youth would talk to about personal matters

viii.  sexual practices and condom use (ever condom use and last time condom use)

ix.  general knowledge of HIV/AIDS (the question items will be based on the information conveyed in the TV Drama Series as well as in the National Baseline Survey 2005)

x.  beliefs and attitudes related to preventative behaviours: 

· perceived risk of HIV/AIDS infection (“If you do not practice safer sex,     
  how likely are you to become infected with HIV/AIDS?”)

· perceived barriers to HIV prevention behaviours (“I don’t like using condoms”)

· self-efficacy (“ I know I can insist on condom use with my partner”) 

· descriptive norms “most of my peers are using condoms, they would expect me to do so as well”)

· prescriptive norms (eg. “Married people should be allowed to buy condoms if they so wish.”)

2. Endline questionnaire administered 2-3 weeks following conclusion of drama series:

i. level of exposure to the TV Drama Series 

ii. viewer ratings of the TV Drama series, including questions on comprehensibility and relevance of the messages, the believability of the story line, and the extent to which the youth were engaged and interested in the drama

iii. outcome variables of interest, namely HIV/AIDS knowledge (based on the information included in the TV Drama Series) and attitudes, perceived risk of HIV/AIDS infection, perceived barriers and self efficacy,  descriptive norms, and prescriptive norms with respect to HIV prevention behaviours

Procedure

Research officers and field research assistants will systematically visit households and youth clubs and recruit youth interested in participating in the study. Specifically, the youth who will view the weekly episodes from their home in the presence of family members (Home Viewing  conditions) will be chosen through systematic visits to households in four randomly selected wards in the municipality of Gazipur. Participants who will view the episodes in youth organisations in the presence of their peers (Peer Group condition) will be recruited through systematic visits to such youth organizations that would make it possible to view and discuss the TV drama series on a weekly basis.

 The study will be explained to all participants, and it will particularly be emphasized that their participation is contingent upon their willingness to view the TV Drama on a weekly basis. Informed consent from all participants will be obtained, and they will be screened by asking about their age, marital status, educational attainment, access to television and viewing context (with whom they watch TV). Provided the eligibility criteria are met, they will be assigned either to the HV or PG condition based on where they will be viewing the weekly TV series. Half of each group will then be randomly assigned to the discussion condition. Thus, there will be a total of four conditions:  (i) Home Viewing, no discussion (HV)

       (ii) Home Viewing plus discussion (HV+)

       (iii) Peer Group, no discussion (PG)

       (iv) Peer Group plus discussion (PG+)

All participants will then complete the initial questionnaire to assess their baseline levels of knowledge and attitudes. 

Participants in the two discussion-requested conditions will be given a booklet with probes and questions that they will be expected to discuss with their family or peers after viewing each week’s episode. There will be two probes per weekly episode, and these will encourage participants to reflect both on its informational content as well as on the normative messages contained within. One youth in each club will be appointed to be responsible for making sure the episodes are being watched at the club, and the discussions are taking place (if applicable). Each week, they will fill out a checklist where they will indicate whether a discussion took place, what some of the topics were that were discussed, and what the group’s general reactions were to that week’s episode.

 During the interim period between baseline and endline surveys, members of the research team will be conducting biweekly, and later, monthly, household visits with participants in the Home – Family Audience conditions. They will gauge the participants’ general reaction to the TV series and also see whether they are in fact watching the episodes and discussing them with their families (if applicable). Research team members will also visit the youth clubs on a biweekly basis and observe whether participants are coming for the screening and discussing the episodes (if applicable). They will also collect the checklists from the youth in charge of the screenings and discussions. 

Two to three weeks after the TV series finished airing, which will be approximately 6 months after Time 1, the research team will individually meet with all the participants and administer the Time 2 questionnaire. This will measure their exposure and attitudes toward the TV series (whether they found it informative, entertaining, and relevant to their situation) and reassess their basic levels of knowledge with respect to HIV/AIDS, as well as the other key variables of interest, such as perceived risk and self-efficacy.  

The participants’ responses will be coded, scored, and analysed by the research team to test for significant changes in knowledge and attitudes as a function of condition.

In order to ensure the anonymity of the respondents, the questionnaire will not include the respondents name or address. Instead, each respondent will be assigned an identification number (ID#), which will be recorded on his/her questionnaire. The research team will maintain a list of ID#s with respondents’ names and addresses. This will allow for the correct ID# to be assigned to the endline questionnaire so that pre- and post-serial responses can be matched in analysis.

Sample Size Calculation and Outcome Variable(s)


Summary

I. Home-family audience condition
i. Discussion requested: 105 youth


ii. Discussion not requested: 105 youth

Subtotal: 210 youth 

II. Youth Club – Peer Audience condition
i. Discussion requested: 19 clubs with 10 youth per club

ii. Discussion not requested: 19 clubs with 10 youth per club

Subtotal: 380 youth

Total Sample: 590 youth

Calculations

I. Home-family audience condition

For our outcome variables, we will create a composite attitude score based on 20 questions, with the possible responses of Yes, No, and Don’t Know. We estimate the standard deviation at 4 points and set the minimum detectable difference at 2 points. With ( = .95 (z = 1.96) and ( = .90 (z = 1.24),

N/group = (z( + z()2 (std. dev.) 2  ( 2



        (2

  = (1.96 + 1.24) 2  (4) 2    ( 2



       22 

  = 82

Anticipating a 20% dropout rate, we will recruit 105 participants for both the discussion requested and discussion not requested conditions. 

II. Youth Club – Peer Audience Condition

Using the formula referenced above to calculate the number of participants per group but dropping the power from .90 to .80, the N/group = 63. Adjusting for a 20% dropout rate, we will aim for 80 participants per condition. 

Since there will be some homogeneity among the participants viewing the TV series in the youth clubs, we adjusted for design effect in our sample size calculations. Assuming 10 participants per youth club and a rate of homogeneity of .15, 

Design effect = 1 + (n-1) roh

      

                      = 1 + (9) (.15)

 


          = 2.35

Thus, the final N/groupclub= (80) (2.35)




          = 188

With an estimated 10 participants in each club, this becomes 19 clubs in the discussion requested and 19 in the discussion not requested condition.

Outcome Variable: Sample size estimates have been based upon identifying significant between group differences in the composite attitude score.

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.  


The study will be conducted by ICDDR,B scientists.  ICDDR,B has technical expertise and the physical infrastructure for management of conduction of the study.   We will also carry out observation in the youth group facilities selected.

Data Safety Monitoring Plan (DSMP)


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

a) All investigations require monitoring;

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

c) The monitoring plan should commensurate with risk; and

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

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


The Research Team of ICDDR,B will monitor for the occurrence of any deaths or hospital admissions related to suspected mental health disorders newly occurring during the period of this study among any participant.  

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. 

The following framework will be used for Data Analysis:

1. The data will be entered and validated by members of the research team 

2. The data will be reduced, and new variables will be created; for instance, we will  

 create a composite score that will capture the participants’ change in attitudes toward HIV prevention. 

3. Frequencies will be computed to assess distributions and identify potential outliers 

4. A first analysis will be conducted to compare baseline to endline levels on variables of interest

5. A multiple linear regression will be done for main group effects of interpersonal discussion

6. Where appropriate, RRs and 95% CI estimates will be calculated. 
The data will be analyzed using SPSS version 11.5 and Stata version 9. Two sets of data, one from the home viewing group and one from the youth club group, will be generated and analyzed using different techniques.


Home-viewing: Mean and standard deviation will be calculated for outcome variables in continuous form and proportions and 95% confidence intervals for those in binary form. Normally distributed continuous variables between groups will be compared using student’s t test and within groups (baseline versus end line) using paired t test. Wilcoxon rank sum test will be used for non-normally distributed variables for between group comparison and Wilcoxon signed rank test for within group comparison. For binary data chi square test of independence or Fisher’s exact test as appropriate will be used for comparison between groups and McNemar’s test for comparison within group.  Multivariate linear regression will be used to adjust for other variables for continuous outcome. Regression with change score will be conducted for within group comparison. Logistics regression will be fitted for binary outcomes for between group comparison and conditional logistics regression for within group comparison. 

 

Youth clubs: Analysis will be done using techniques that accounts for intracluster correlation (ICC). We will use Stata for this purpose. As this is a two level study, Stata svy or xt series commands will be used for regression analysis. For t test and chi square test, user written stata commands will be used to adjust for clustering. For nonparametric variables, regression will be done after log transformation. For comparison of within group binary data conditional logistic regression accounting for robust cluster option in stata will be used. All the statistical tests will be two sided and set at 5% significance level. We will also calculate ICC for variables of interest. 
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, written consent will be obtained for participation in the study. A trained Field Research Assistant will conduct the baseline and endline interview. A brief overview of the study objectives will be included in the consent form. Participation in the study will be voluntary. Proper privacy and confidentiality will be maintained during interview.  

All responses will be coded, and no participants will be identified in any report or publication under this study. All data collected will be kept confidential. In case if disclosure is ever required as instructed by law, ICDDR,B will take all steps allowable by law to protect the privacy of personal information. All information collected in this study will be stored in a locked file cabinet. Access to this cabinet will be available only to those researchers directly involved in this study. 
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.


No animals will be used in the Research project.

Literature Cited

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


Describe explicitly the plans for disseminating the accomplished results. Describe 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.


It is our expectation that the proposed research among unmarried urban youth will have national and international impact. This study will help us to understand the use of mass media to disseminate HIV/AIDS prevention messages through TV drama episodes and quantify the value-added of discussion after the viewing of TV drama episodes. This information will give us direction in designing more effective HIV prevention messages through TV drama for the youth in Bangladesh. 

Interim data sharing will be done with NASP, Save the children-USA, Package 901 and other packages. A dissemination seminar will be held after completion of the study for representatives from Govt. of Bangladesh, NGOs’, donor community, implementing agencies and management agencies. 

The data generated from the research will be presented in conferences and will be published in peer reviewed and local journals.

Collaborative Arrangements

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

The study will be collaborative one between HSID of ICDDR,B and Matra Advertising Agency, lead Agency for GFATM Package 901 consortium. Scientists from HSID will be involved in surveys of the study and overall management of the study. Mattra will collaborate with us in the study by using the study results in the designing of further TV drama episodes on HIV/AIDS.. 

Biography of the Investigators 

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

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

1    Name: Dr. Fariha Haseen
2    Present Position: Research Investigator
3    Educational background:
 

       (last degree and diploma & training

        relevant to the present research proposal)


Degree/Year

: Masters of Public Health, 1999

Institution

: National Institute of Preventive and Social Medicine,




              Dhaka, Dhaka University, Bangladesh.

Field


: Health Education

Degree/Year

: MBBS, 1993

Institution

: Mymensing Medical College, Dhaka University,  

                                      Bangladesh

Field


: Medical Science

4.0 List of ongoing research protocols  

       (start and end dates; and percentage of time)

4.1. As Principal Investigator: NA

	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	
	
	

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.2. As Co-Principal Investigator: NA

	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.3.   As Co-Investigator: NA  


	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                                                               
	0

	c. Papers in conference proceedings
	3

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

	e. Working papers
	4

	f. ICDDR,B Report
	4

	g. Monographs
	0


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

1) Larson CP, Rahman M, Haseen F, Khan SH, Rahman S, Bhuiya I. Baseline HIV/AIDS Survey among Youth In Bangladesh 2005. ICDDR, B Publication ISBN-984-551-271-2, 2006. 
2) Mercer A, Uddin N., Huq NL., Haseen F., Khan M H., Larson CP. Validation of Neonatal 

              Mortality and Use of NGO Reproductive Health Outreach Services in Rural Bangladesh. 

              Studies in Family Planning, Vol. 37, Number 2, June 2006.
       3)
Mercer A, Haseen F., Huq NL., Uddin N., Khan M H., Larson CP. Risk factors for neonatal mortality in rural areas of Bangladesh served by large NGO programme. Health Policy and Planning 2006; 21 (Press)
4)   Mercer A, Ashraf A, Huq NL, Haseen F, Uddin N, Reza M. Use of Family Planning 

             Services in the Transition to a Static Clinic System in Bangladesh, 1998-2002. International 

             Family Planning Perspectives. Vol. 31, No. 3, September 2005.

5) Haseen F, Larson CP, Nahar Q, Huq NL, Quaiyum MA, Reza M, Aboud F. Evaluation of a School-

based Adolescent Sexual and Reproductive Health Education Intervention in Rural Bangladesh. 

ICDDR,B Working Paper. 2004

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: Charles P Larson
2    Present Position: Director, HSID
1967-1971           M.D.,C.M.                    McGill University, Montreal, Quebec

 1971-1973           Residency in

                              Pediatrics                     Montreal Children’s Hospital, Montreal, 

                                                                   Quebec

 1973-1974           Fellowship in               Yale Child Study Centre, New Haven,

                             Child Development      Connecticut 

 1974-1976           Robert Wood Johnson

                             Clinical Scholar            McGill University, Montreal, Quebec

 1986-1988           MSc Epidemiology 

                             & Biostatistics             

                             Residency in

                             Community Medicine   McGill University, Montreal, Quebec

3    Educational background:
 

       (last degree and diploma & training

        relevant to the present research proposal)

4.0 List of ongoing research protocols  

       (start and end dates; and percentage of time)

4.4. As Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	2003-026
	June, 2003
	June, 2007
	25%

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.5. As Co-Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	2004-017
	Sept., 2004
	Sept., 2006
	10

	2006-009
	June, 2006
	June, 2007
	10

	     
	     
	     
	     

	     
	     
	     
	     


4.6.   As Co-Investigator  


	Protocol Number
	Starting date
	End date
	Percentage of time

	2004-010
	April, 2004
	Dec., 2006
	5

	2005-020
	Jan., 2006
	Sept., 2006
	5

	     
	     
	     
	     

	     
	     
	     
	     


5   Publications 
	Types of publications
	Numbers

	h. Original scientific papers in peer-review journals                               
	34

	i.   Peer reviewed articles and book chapters                                                               
	4

	j. Papers in conference proceedings
	? 30

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

	l. Working papers
	3

	m. Monographs
	0


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

1) Larson CP, Saha UR, Islam R, Roy N. Childhood diarrhea management practices in Bangladesh: Private sector dominance and continued inequities in care.  (published in HSB Vol 3, No 1)(revised manuscript under review by International Journal Of Epidemiology)
2) Nasrin D, Larson CP, Sultana S, Khan TU.  Acceptability and adherence to zinc dispersible tablet treatment of acute childhood diarrhea. J Health Popul Nutr, 2005;23:215-21.
3) Larson, CP, Hoque M, Larson CP, Khan AM. Initiation of zinc treatment for acute childhood diarrhea and the risk for vomiting or regurgitation: a randomized, double-blind, placebo-controlled trial. J Health Popul Nutr,2005;23:311-8.
4) Mercer A, Uddin N, Huq NL, Haseen F, Khan MK, Larson CP. Validating neonatal mortality and the use of NGO reproductive health outreach services in rural Bangladesh. Studies in Family Planning 2006;37(2) (in press)
5) Mercer A, Haseen F, Huq NL, Uddin N, Khan MH, Larson CP.  Risk factors for neonatal mortality in rural areas of Bangladesh served by a large NGO programme. Health Policy and Planning 2006;21 (in press)    

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.


1    Name

: FRANCES ABOUD
2    Present position
: Professor of Psychology at McGill University, Canada 




Adjunct Scientist at ICDDR,B on part-time secondment from McGill 

3    Educational  background:

1. Ph.D Psychology, McGill University, Montreal, Canada (1970-1973)

2. M.A. Psychology, McGill University, Montreal, Canada (1969-1970)
3. B.A. Honours Psychology, University of Toronto, Canada (1965-1969)
4. List of ongoing research protocols  

4.7.   As Principal Investigator:  

	Protocol Number
	Starting date
	End date
	% of time

	2005-014
	1/5/ 2005
	30/9/2008
	5%

	2006-007
	1/3/2006
	28/2/2007
	5%


4.8. As Co-Principal Investigator: Not applicable.

4.9.   As Co-Investigator:  Not applicable

5. Publications 

	Types of publications
	Numbers

	a. Original scientific papers in peer-review journals
	42

	b. Peer reviewed articles and book chapters
	32

	c. Papers in conference proceedings
	0

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

	e. Working papers
	10

	f. Monographs including books
	2


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

1. Moore, A.C., Akhter, S., Aboud, F.E. (2006).  Responsive complementary feeding in rural Bangladesh.  Social Science and Medicine, 62, 1917-1930.

2. Aboud, F.E. (2006).  Evaluation of early childhood preschool program in rural Bangladesh. Early Childhood Research Quarterly, 21, 46-60.

3. Aboud, F.E. (accepted).  Evaluation of an early childhood parenting program in Bangladesh.

4. Aboud, F.E. (2004).  Cultural perspectives on the interactions between nutrition, health and        psychological functioning.  In WJ Lonner et al (Eds.), Online Readings in Psychology and Culture (http://www.wwu.edu/~culture)

5. Ticao, C.J., & Aboud, F.E. (1998).  A problem-solving approach to nutrition education with  Filipino mothers.  Social Science and Medicine, 46, 1531-1541.

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.


1
Name



:
Elizabeth Oliveras

2  
Present position


:
Operations Research Scientist

3  
Educational background

:
Sc.D.


(Last degree and diploma & training


 relevant to the present research proposal)

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

4.1 As Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	2006-029
	July 01, 2006
	September 30, 2006
	35%


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
	2

	b)
	Peer reviewed articles and book chapters
	1

	c)
	Papers in conference proceedings
	2

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

	e)
	Working papers
	8

	f)
	Monographs
	


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

1. Oliveras, E.,  Larsen, U., and David, P. (2005).  Client satisfaction with abortion care in three Russian cities, Journal of Biosocial science 37(5): 585-601.

2. Oliveras, E., Ahiadeke, C., and Hill, A.G. 2005.  Induced Abortion and the Fertility Transition in Accra, Ghana. In Agyei-Mensah, S., J.B. Casterline and D.K. Agyeman (Eds.) Reproductive Change in Ghana: Recent Patterns and Future Prospects. Accra: University of Ghana Press.

3. Kamphuis, M. and Oliveras, E. (2003). The Integrated Health and Nutrition Survey in Northern, Upper East, and Upper West Regions of Ghana: A baseline survey for the Accelerated Child Survival and Development Project.  Accra, Ghana: UNICEF.

4. Bose, S., Oliveras, E. and Edson, W. (2001).  How Can Self-Assessment Improve the Quality of Healthcare?  Quality Assurance Issue Paper, 2(4), 1-27.

5. Oliveras, E. (2001). JHPIEGO’s Work in Policy: A Comprehensive Review.  Technical Report:

JHP-11. Baltimore, Maryland: JHPIEGO Corporation.
Detailed Budget: Appendix 5

(Please press lock/unlock button from menu bar then click here to go to excel sheet)
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.

We have budgeted no salary of PI Dr. Fariha Haseen who will be involved in overall designing, initial management, analysis and report writing of the project. She is going to Mahidol University, Thailand to do her Masters Program in Pupation and Reproductive Health Research in September 2006. She will use the collected data for her Masters Thesis. Dr. Charles P Larson will spend 5% of his time for the project and will provide guidance on sample calculation, data instruments, analysis and report writing. Dr. Elizabeth Oliverus will spend 5% of her time for the project and will provide guidance for analysis and report witting and overall coordination of the project. Dr. Frances Aboud will spend 15 days of her time in the project and will provide suggestion and expert opinion on the analysis and report writing of the project. A Field Coordinator will spend his 50% of time to implement the project in the field and will do the coordination with the Research Team and Management Agency. Ms Livia Ottisova will spend 50% of her time for 4 months to work in the project. 
We have budgeted for 2 research officers and 4 field research assistants for participant recruitment, field activity, monitoring and 1 data management assistant for data entry.

US $ X was budgeted for field activities, rent utilities and other expenses of the project.

Other Support

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

Not applicable.

Appendices

Appendix 1: Voluntary Consent Form (Participant)






International Centre for Diarrhoeal Disease Research, Bangladesh

Voluntary Consent Form

Title of the Research Protocol: Impact of an HIV/AIDS prevention entertainment education programme and the effect of post-viewing interpersonal discussion   

Principal Investigator: Dr Fariha Haseen 

Before recruiting into the study, the study subject must be informed about the objectives, procedures, and potential benefits and risks involved in the study. Details of all procedures must be provided including their risks, utility, duration, frequencies, and severity. All questions of the subject must be answered to his/ her satisfaction, indicating that the participation is purely voluntary. For children, consents must be obtained from their parents or legal guardians. The subject must indicate his/ her acceptance of participation by signing or thumb printing on this form.


Purpose of the research:

Thank you for your interest in participating in our study. You may have heard about a disease called HIV/AIDS. To prevent HIV/AIDS, the Government of Bangladesh, along with other agencies and donors, has undertaken a research project. Under this project, we will collect information that will help us to design an effective program to provide youth with health information through TV drama episodes.

Reason for inclusion in the research study:

Young people between the ages of 15 and 20 are vulnerable to HIV infection, so it is important to know whether they understand and learn from information transmitted through the media about how they can protect themselves. Because you are between 15 and 20 years old, unmarried, and reside in an urban area, we would like to include you in this study.  

Information required for the study:

We are trying to find out how to help people avoid HIV infection. We are interested to know whether watching episodes of a TV drama will improve the knowledge and attitudes of young people, and whether discussions of HIV/AIDS issues will improve the knowledge and attitudes of people your age. If you agree to participate in the study, I shall ask you questions on what you think and know about HIV/AIDS and issues related to the disease. You will then be asked to watch the TV drama series every week until the end of the series, or for the next 6 months. After the series finishes, an interviewer from ICDDR,B will visit your house again and ask  you questions about how you liked the series and will complete a second interview with you. He/she will also ask you questions about HIV/AIDS again. The questionnaire will take you about 30 minutes to complete. 
Confidentiality:

We are asking your name only to help in finding you after the end of the series in order to interview you again. The information provided by you will not be shared with members of your family, or anybody who knows you. The information you will give us will be kept confidential and will be used for the purposes of research only.  In our reports, only group information will be provided; no one will be able to see what you said.
Use of information:

Our reports will be used by the government and other agencies to design improved and effective prevention strategies for HIV/AIDS programs.  

Participation in the research:

Your participation in this study is completely voluntary. You can refuse to participate and you can stop the interview at any time after you start or you can skip any question if you wish. For this you will not face any problem.  

Benefits:

The study is unable to provide any financial benefit for participation; however, we will provide you compensation for wages lost due to the study procedure. 

Risk: 

There are no anticipated risks of participation in this study, other than the possibility that some questions might be somewhat personal, difficult to answer, embarrassing, or upsetting for some individuals.  You can choose not to answer a question at any time. In addition, if you are asked to discuss the episodes with an adult family member, you might receive a negative reaction from them. 

Consent:

I acknowledge that the study has been explained to me.  I have also been given the opportunity to ask questions about the goals and procedures of the study.  In signing this consent form, I give my consent to participate and I acknowledge receiving a copy of the consent form.

Name of Participant 


Name of Witness

Name of Interviewer

Signature of Participant

Signature of Witness

Signature of Interviewer

Date




Date



Date

Name, Address and Phone Number of the Investigator:

Dr. Dipak Mitra

      ICDDR,B

      Mohakhali, Dhaka – 1212
Phone: 8860523-32/2403

Appendix 2: Voluntary Consent Form (Parents/Guardian/Adult)





International Centre for Diarrhoeal Disease Research, Bangladesh

Voluntary Consent Form

Title of the Research Protocol: Impact of an HIV/AIDS prevention entertainment education programme and the effect of post-viewing interpersonal discussion   

Principal Investigator: Dr Fariha Haseen 

Before recruiting into the study, the study subject must be informed about the objectives, procedures, and potential benefits and risks involved in the study. Details of all procedures must be provided including their risks, utility, duration, frequencies, and severity. All questions of the subject must be answered to his/ her satisfaction, indicating that the participation is purely voluntary. For children, consents must be obtained from their parents or legal guardians. The subject must indicate his/ her acceptance of participation by signing or thumb printing on this form.


Purpose of the research

You may have heard about a disease called HIV/AIDS. To prevent HIV/AIDS, the Government of Bangladesh, along with other agencies and donors, has undertaken a research project. Under this project, we will collect information from youth aged 15 to 17 years, which will help us to design an effective program to provide youth with health information through TV drama episodes.
Why selected 

Young people between the ages of 15-20 years are vulnerable to HIV infection, so it is important to know whether they are understanding and learning information transmitted through the media about how they can protect themselves. Since your son/daughter or club member is between the ages of 15 to 17 years of age, unmarried, and lives in an urban area, we would like to include him/her in this study.

What is expected from the patients/respondent

We are interested to know whether watching episodes of a TV drama will improve the levels of knowledge and attitudes of young people, and whether discussions of HIV/AIDS issues will improve the knowledge and attitudes of young people. If you give consent to your son/daughter/youth member to participate in the study, we will ask him/her to fill out a questionnaire where we will ask them you what you think and know about HIV/AIDS and issues related to the disease. They will then be asked to watch the TV drama series every week until the end of the series, or for the next 6 months. After the series finishes, we will visit your house/club/organization again and give him/her a second questionnaire to fill out. We will also ask him/her questions about HIV/AIDS again. The questionnaire will take you about 30 minutes to fill out. 

Risk and benefits

There are no anticipated risks of participation in this study, other than the possibility that some questions might be somewhat personal, difficult to answer, or upsetting for some individuals. The participant can choose not to answer a question at any time. 

Privacy, anonymity and confidentiality: We will not write his/her name on either of the questionnaires. The information provided by him/her will not be shared with you or members of your family, or anybody who knows him/her. The information he/she will give us will be kept confidential and will be used for the purposes of research only. 

Future use of information

Information provided by him/her will be used by the government and other agencies to design improved and effective prevention strategies for HIV/AIDS program.

Right not to participate and withdraw

His/her participation in this study is completely voluntary. He/she can refuse to participate and he/she can stop the interview at any time after start or can skip any question if he/she wish. For this he/she will not face any problem.

Principle of compensation 

The study is unable to provide any financial benefit for participation, however, we will provide him/her compensation for wage loses due to study procedure.

If you want further clarification about this study you may contact the Principal Investigator. 

Consent

I acknowledge that the study has been explained to me.  I have also been given the opportunity to ask questions about the goals and procedures of the study.  In signing this consent form, I give my consent to my son/daughter or young club/organization member to participate and I acknowledge receiving a copy of the consent form.

Parent/Guardian/Adult 
            Name of Witness                                 Name of Interviewer


Member of Club/Organization  





 

Signature of Parent/Guardian/

   Signature of Witness

 Signature of Interviewer

Member of Club/Organization  

Date




Date



             Date

Name, Address and Phone Number of the Investigator:

Dr. Dipak Mitra

      ICDDR,B

      Mohakhali, Dhaka – 1212
Phone: 8860523-32/2403

Appendix 3: Bangla consent form (Participant)

Appendix 4: Bangla consent form (Parents/Guardian/Adult)

Appendix 5: English Questionnaire

Appendix 6: Bangla Questionnaire

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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