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        FORMCHECKBOX 
  Check here if appendix is included

	Project Summary
Describe in concise terms, the hypothesis, objectives, and the relevant background of the project. Also describe concisely the experimental design and research methods for achieving the objectives. This description will serve as a succinct and precise and accurate description of the proposed research is required. This summary must be understandable and interpretable when removed from the main application. 


	Principal Investigator(s): Dewan Md. Emdadul Hoque


	Research Protocol Title: Evaluation of Cultural and Indigenous Techniques for Drowning Resuscitation in Bangladesh

	Total Budget US$: 1,303               Beginning Date : 1 June 2008                Ending Date: 1 September 2008

	Hypothesis/Objectives:

The cultural and indigenous techniques of Bangladesh used for childhood resuscitation of drowning or near-drowning victims are ineffective.

We propose to document and then evaluate the different techniques currently utilized in Bangladesh for childhood resuscitation of drowning and near-drowning victims.

Background:

As many developing countries experience economic growth and accompanying social changes, the global burden of injury, both intentional and unintentional, will increase.  It is estimated that in developing countries, the burden of mortality and morbidity of childhood injuries will double in the next 20 years (1).

The Global Burden of Disease 2000 study by the WHO found childhood injury rates to be highest in Africa and Southeast Asia (2).  Childhood drowning contributes to these high rates.  The WHO study found drowning to be the 11th leading cause of death among children 0-4 years of age, and the 8th leading cause of death in Southeast Asia, which includes Bangladesh.  Hyder et al. (2003) found that in Bangladesh, upwards of 20-25 percent of mortality in children between the ages of 1-4 years may be caused by drowning.

Prevention of this increasing burden must include precautionary interventions and improved resuscitation and treatment measures.  Hyder et al. (2003) found a variety of actions taken when attempting to resuscitate a drowning child.  These included: taking the child to a doctor, spinning the child to “take the water out,” applying pressure to the child’s abdomen for the same purpose, and doing nothing at all.  The origins and effectiveness of these interventions are unknown—they may be traditional, cultural, techniques passed from previous generations, or simply a lack of knowledge as to possible or correct interventions most effective in saving children’s lives.

It is hoped that through these efforts, a reduction in childhood mortality as a result of drowning can be realized. After the evaluation and publication of our findings we plan to return to Bangladesh to present a training program which will highlight the most effective techniques for childhood resuscitation.
Research Methods:

The evaluation of drowning resuscitation will take place in the Matlab area of Bangladesh. Village Doctors who are familiar with local customs and practices and who have knowledge concerning childhood resuscitation techniques, will be asked to demonstrate these techniques.  These demonstrations will be filmed and then later evaluated

The aims of the study will be described in detail to the participating Village Doctors .  Written consent will be obtained using a local translator, with a study supervisor in attendance.

 Four techniques have initially be identified for evaluation: spinning the child, pressure on the stomach, oral respiration, and massage with oil/ash.  Any other techniques identified will also be documented.

The demonstrators will be asked to show the technique on a doll/mannequin provided to them.  The technique will be repeated three times by each demonstrator and will be documented using digital videography.  Still photography will be used to augment documentation of the various techniques when appropriate.

Video and still photography will be edited, thus creating a concise and clear demonstration of each technique in a series of video/photographic vignettes.

A panel of experts in childhood drowning resuscitation will be identified.  These participants will include physicians, nurses, and emergency medical personnel, both in the United States and Bangladesh.  Using the International Liaison Committee on Resuscitation (ILCOR) Consensus on Science With Treatment Recommendations for Pediatric and Neonatal Patients: Pediatric Basic and Advanced Life Support (3) guidelines as the current standard of care (SOC), each panel member will be asked separately to evaluate the different documented techniques against the ILCOR guidelines.

These results will be evaluated and published.
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Name
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Role in the Project

1. Dewan Md. Emdadul Hoque
ICDDR,B, Public Health, Child Health

Principal Investigator, ICCDR,B

2. Adnan Hyder

Johns Hopkins, Bloomberg School of Public Health, International Health, Injury Control/Prevention

Co-principal Investigator, Johns Hopkins

3. Shams El Arifeen
ICDDR,B, Public Health, Child Health

Co-principal Investigator, ICCDR,B

4. Kent A. Stevens

Johns Hopkins, Bloomberg School of Public Health, International Health, Injury Control/Prevention

Student




Description of the Research Project
Hypothesis to be Tested:


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


The cultural and indigenous techniques of Bangladesh used for resuscitation of drowning or near-drowning victims are ineffective or inadequate.
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.


We propose to document and then evaluate the different techniques currently utilized in Bangladesh for childhood resuscitation of drowning and near-drowning victims.

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.


As many developing countries experience economic growth and accompanying social changes, the global burden of injury, both intentional and unintentional, will increase.  It is estimated that in developing countries, the burden of mortality and morbidity of childhood injuries will double in the next 20 years (1).

The Global Burden of Disease 2000 study by the WHO found childhood injury rates to be highest in Africa and Southeast Asia (2).  Childhood drowning contributes to these high rates.  The WHO study found drowning to be the 11th leading cause of death among children 0-4 years of age, and the 8th leading cause of death in Southeast Asia, which includes Bangladesh.  Hyder et al. (2003) found that in Bangladesh, upwards of 20-25 percent of mortality in children between the ages of 1-4 years may be caused by drowning.

Prevention of this increasing burden must include precautionary interventions and improved resuscitation and treatment measures.  Hyder et al. (2003) found a variety of actions taken when attempting to resuscitate a drowning child.  These included: taking the child to a doctor, spinning the child to “take the water out,” applying pressure to the child’s abdomen for the same purpose, and doing nothing at all.  The origins and effectiveness of these interventions are unknown—they may be traditional, cultural, techniques passed from previous generations, or simply a lack of knowledge as to possible or correct interventions most effective in saving children’s lives.

In many parts of the world, the International Liaison Committee on Resuscitation (ILCOR) Consensus on Science With Treatment Recommendations for Pediatric and Neonatal Patients: Pediatric Basic and Advanced Life Support (3) guidelines are used for childhood resuscitation.  It is believed that some , if not all, of this guidelines are utilized in current resuscitation techniques.  

It is hoped that through these efforts, a reduction in childhood mortality as a result of drowning can be realized. After the evaluation and publication of our findings we plan to return to Bangladesh to present a training program which will highlight the most effective techniques for childhood resuscitation.
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.  

The evaluation of drowning resuscitation will take place in the Matlab area of Bangladesh. Village Doctors who are familiar with local customs and practices and who have knowledge concerning childhood resuscitation techniques, will be asked to demonstrate these techniques.  These demonstrations will be filmed and then later evaluated

The aims of the study will be described in detail to the participating Village Doctors.  Written consent will be obtained using a local translator, with a study supervisor in attendance.

 Four techniques have initially be identified for evaluation: spinning the child, pressure on the stomach, oral respiration, and massage with oil/ash.  Any other techniques identified will also be documented.

The demonstrators will be asked to show the technique on a doll/mannequin provided to them.  The technique will be repeated three times by each demonstrator and will be documented using digital videography.  Still photography will be used to augment documentation of the various techniques when appropriate.

Video and still photography will be edited, thus creating a concise and clear demonstration of each technique in a series of video/photographic vignettes.

A panel of experts in childhood drowning resuscitation will be identified.  These participants will include physicians, nurses, and emergency medical personnel, both in the United States and Bangladesh.  Using the International Liaison Committee on Resuscitation (ILCOR) Consensus on Science With Treatment Recommendations for Pediatric and Neonatal Patients: Pediatric Basic and Advanced Life Support (3) guidelines as the current standard of care (SOC), each panel member will be asked separately to evaluate the different documented techniques against the ILCOR guidelines.

These results will be evaluated and published.

Sample Size Calculation and Outcome Variable(s)


We hope to identify three individuals to demonstrate each technique, for a total of 12 demonstrations.

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.  


Not applicable.
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.


Demonstrations will take place out of water, on dry land, and will pose no risk to the demonstrator.

Participant identification while filming is the only anticipated risk.  Each demonstrator will be given the option to make his or her demonstration anonymous.  There are no known physical risks.

It is hoped that the results of this study will benefit the people, and particularly the children, of Bangladesh, but there is no anticipated benefit to the demonstrators themselves.
Kent A. Stevens, 410-299-9778 (kentastevens@gmail.com), will hold and maintain the video and photographic images obtained during the demonstration, and Adnan Hyder, Dewan Md. Emdadul Hoque, Shams El Arifeen, and Kent Stevens will have sole access.  They will be kept on a personal computer and will be used only for the purposes of this study.  All videotapes and electronic copies of the demonstrations will be destroyed within three years of the completion of the study.
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. 


Video and still photography obtained during the demonstrations will be edited, thus creating a concise and clear demonstration of each technique in a series of video/photographic vignettes.

A panel of experts in childhood drowning resuscitation will be identified.  These participants will include physicians, nurses, and emergency medical personnel, both in the United States and Bangladesh.  Using the International Liaison Committee on Resuscitation (ILCOR) Consensus on Science With Treatment Recommendations for Pediatric and Neonatal Patients: Pediatric Basic and Advanced Life Support (3) guidelines as the current SOC, each panel member will be asked separately to evaluate the different documented techniques against the ILCOR guidelines.

These results will be evaluated and published.
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.


Demonstrations will take place out of water, on dry land, and will pose no risk to the demonstrator.
It is hoped that the results of this study will benefit the people, and particularly the children, of Bangladesh, but there is no anticipated benefit to the demonstrators themselves.
Use of Animals


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


Not applicable

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.                                                                       

(1)   Adnan A. Hyder, Shams Arifeen, Nazma Begum, Steven Fishman, Salman Wali, Abdullah H. Baqui. (2003).   Death from drowning: defining a new challenge for childhood survival in Bangladesh.  Injury Control and Safety Promotion, 10(4), 205-210.

(2)  Deen, JL, Vos T, Huttly SR, Tullock J. (1999).  Injuries and non-communicable diseases: emerging health problems of children in developing countries.  Bulletin of the World Health Organization, 77, 518-524.

(3)  The International Liaison Committee on Resusciatation.  International Liaison Committee on Resuscitation (ILCOR) Consensus on Science With Treatment Recommendations for Pediatric and Neonatal Patients: Pediatric Basic and Advanced Life Support.  Pediatrics, 117, e955-e977.
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 anticipated that the results of this study will be published in an international publication.  The project is not currently linked to a training program with the Government of the People’s Republic of Bangladesh.

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. 

Collaboration is with Adnan Hyder, MD, MPH, PhD, of the Johns Hopkins Bloomberg School of Public Health.

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: Dewan Emdadul Hoque
2
Present Position: Deputy Project Coordinator 

Child Health Unit

Public Health Sciences Division

International Centre for Diarrhoeal Diseases Research, Bangladesh 

	Degree
	Year
	Institution
	Field

	Master  in Public Health 


	June 2005
	Umea International School of Public Health,

Sweden


	Epidemiology, Public Health, Evaluation in Public Health, Biostatistics and Environmental Medicine



	Master of Science in Nutrition
	October 1998
	Institute of Nutrition and Food Science (INFS), University of Dhaka

Dhaka, Bangladesh


	Nutrition, Biochemistry, Economics, Statistics, Food Science



	Bachelor of Medicine 

and Bachelor of Surgery (M.B.B.S)
	January 1993
	Sylhet  MAG Osmani Medical College, Chittagong University
	Medicine, Surgery 

and Gynecology


3    Educational background:
 

       (last degree and diploma & training

        relevant to the present research proposal)

4.0 List of ongoing research protocols  

       (start and end dates; and percentage of time)

4.1. As Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.2. As Co-Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.3.   As Co-Investigator  


	Protocol Number
	Starting date
	End date
	Percentage of time

	1999-09
	July 1999
	December 2007
	100%

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


5   Publications 
	Types of publications
	Numbers

	a. Original scientific papers in peer-review journals
	3

	b.   Peer reviewed articles and book chapters 
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