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ROJECT SUMMARY: Describe in concise terms, the hypothesis, objectives, and  the relevant background of the project. 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. ( TYPE TEXT WITHIN THE SPACE PROVIDED).
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Project Name: Field study of frequently consumed recipe in rural Matlab, Bangladesh
Total Budget :                                                                  Beginning Date : 01 Sep 06                Ending Date 31 Oct 06



Food Composition Table (FCT) is used as a tool for calculating nutrient consumption from food consumption data collected by various methods. Generally FCTs are specific for certain countries as the foods from different place of origin differ in composition. FCTs, available in the Western industrialized countries, are very extensive and contain nutrient data for both mono-ingredient foods and multi-ingredient recipes. On the other hand FCTs in developing countries contain limited nutrient data mostly on monoingredient foods and lacking adequate nutrient data for multi-ingredient recipes. As the foods are often consumed as recipes rather than mono-ingredient (single item) foods, it is often difficult to calculate nutrient consumption from food consumption data in developing countries. In Bangladesh, several food composition tables are available which contain limited nutrient data on mono-ingredient foods. Sources of nutrient data for these tables  are mainly derived from Indian food composition table. One such table has been maintained by ICDDR,B which  also contains nutrient data for mono-ingredient foods and a few recipes. Recent dietary survey revealed a number of frequently consumed recipes in rural Matlab for which good quality nutrient data are lacking. Without good quality nutrient data for the recipes it is difficult to calculate nutrient consumption from food consumption data. This study aims at studying 11 multi-ingredient recipes, which are frequently consumed in Matlab area. 

The study will be conducted in Matlab field site of ICDDR,B where a large scale dietary survey using repeated 24 h dietary recall  used in Maternal and Infant Nutrition Intervention at Matlab (MINIMat) have been completed recently.  Women who participated in MINIMat study will be randomly selected and invited for participating in the recipe study. An informed written consent will be obtained from all participants. All ingredients necessary for the preparation of the recipes will be supplied from the project according to the need (number and amount of ingredients) expressed by the participating women. Weight of each of the ingredient adjusted for the non-edible portion (refuse factor) will be taken before adding together for cooking. Nutrient value of each ingredient will be calculated and the final nutrient content of the recipe before cooking will be calculated by adding all ingredients’ nutrient values. Weight of the cooked recipe will be taken and nutrient content per 100 g of the cooked recipe will be calculated. No nutrient loss or gain will be assumed except for the loss of water during cooking.  Finally, the computerized FCT will be updated with the nutrient data of the recipes. 
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Senior Scientist
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DESCRIPTION OF THE RESEARCH PROJECT

Hypothesis to be tested:


Concisely list in order, in the space provided, 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.


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 (TYPE WITHIN LIMITS).


To collect information on selected frequently consumed multiingredient foods or recipes in rural Matlab

To obtain nutrient values of the reference recipe for the selected frequently consumed recipes for which data are not available in the Food Composition Table (FCT)  in Bangladesh

To update the computerized food composition table available at ICDDR,B with the nutrient values of the recipes.

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. (DO NOT EXCEED 5 PAGES, USE CONTINUATION SHEETS).

                                                                                                                                                                                          

Introduction

Food Composition Table (FCT) is used as a tool for calculating nutrient consumption from food consumption data collected by various methods. Generally FCTs are specific for certain countries as the foods from different place of origin differ in composition (Paul & Southgate 1978;Perisse 1983)(1). However, development, maintenance and updating food composition table are expensive and demands high expertise (Rand, Klensin, & Campbell 1988;Southgate 1974). The procedures involved in the development of food composition table based on analytic data of nutrient composition are complex, expensive and often beyond the capacity of developing countries due to lack of adequate resources (Hepburn 1987). FCTs in many Western industrialized countries often contains detail information on description of the food, synonyms, sources of nutrient data including analytical method, average value of nutrient and often some measure of variability (Schakel, Silvert, & Buzzard 1988). This information is necessary for evaluating nutrient consumption and adequacy of intake. However, the FCTs available in developing countries may represent only compilation of available data in the region or from various sources and contains nutrient values mostly for mono-ingredient foods (Helen Keller International (HKI) 1988). However, foods are not always consumed as single food item rather most often as multi-ingredient one called recipe or mixed dishes. These mixed dishes or recipes are prepared by using several food items cooked together in certain proportions. Nutrient values of such recipe can be obtained by appropriate analysis of a representative cooked recipe or by calculation from the composition of the ingredients (Southgate 1983). The later option, although may be less preferred, is often used for obtaining the nutrient values to enhance the FCT. 

In Bangladesh, several food composition tables are available although the nutrient values mostly were used from Indian Food Composition Table (Gopalan, Ramasastri, & Balasubramanian 1984). One of such tables is available in ICDDR,B as computerized FCT. Although these tables contain nutrient data on most mono-ingredient foods, nutrient values are available only for a very limited number of recipe foods. Although several studies have used this tables accepting the limitations of this table, recent studies have revealed number of frequently consumed recipes for which nutrient data are not available.  One of the recently completed studies in Matlab field site of ICDDR,B include Maternal and Infant Nutrition Intervention at Matlab (MINIMat) which used repeated 24 hour dietary recall for assessing dietary 

intake of pregnant women.  MINIMat dietary survey identified several frequently consumed multi-ingredient recipes for which data are lacking in the Food Composition Table. This study aims at obtaining the reference recipes for some particular frequently consumed recipes and their nutrient values and finally, to update the computerized FCT.
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. (DO NOT EXCEED TEN PAGES, USE CONTINUATION SHEETS). 


Study site and population

The study will be conducted in the ICDDR,B Matlab study area which was the site for the study, Maternal and Infant Nutrition Intervention at Matlab (MINIMat). ICDDR,B has been maintaining a Demographic Surveillance System (DSS), currently Health and Demographic Surveillance System (HDSS) in that area since 1966 which covers ~220,000 population living 142 villages (ICDDR 2002;van Ginneken et al. 1998). HDSS maintains regularly updated demographic data on the total population in the study area. Participants will be women of childbearing age and permanent resident of Matlab. This will be conducted in two phases. In the first phase, Female Field Workers (FFWs) of ongoing research projects in Matlab who will be willing to volunteer will be invited to participate. FFWs are local women of childbearing age with minimum qualification of 10-grade at school. They will be provided with the list of the selected recipes and will be asked to complete the form with the name and amount of ingredients they normally use for cooking those recipes. In the second phase, randomly selected women from those who participated in the MINIMat study will be invited to participate for the recipe study.  MINIMat participants will be easily identified from the HDSS database which can provide their current residence status in Matlab.

First phase: Recipe information collection from FFWs

FFWs are familiar with the recipe names and have experience of cooking the recipes. Each FFW will be asked to provide the list of the ingredients and estimated amount of each ingredient they use for cooking a particular recipe on the supplied form. However, FFWs will not be involved in cooking any recipe. The ingredients and amount information for each recipe will be collected at least from five FFWs. The final list of ingredients and average amount will be calculated for each recipe. The ingredients and amounts obtained from FFWs might not represent the accurate amount and could differ from those used by village women. Information obtained from the FFWs will not allow nutrient calculation for the recipe as the cooked recipe weight is necessary for doing so. However, this list of ingredients and their amount will form the basis for arranging ingredients for the second phase in which village women would participate in cooking the recipe from supplied ingredients. 

Second phase: Recipe cooking by village women

In the second phase, randomly selected women from Matlab community from those who participated in MINIMat study  will be invited to participate in the recipe study and will be requested to cook each recipe. Each woman will be asked what ingredients and amount she would require to cook the particular recipe. Participating women will also be asked whether she use any other ingredients other than selected ingredients obtained from the FFW recipe survey. The amount of each ingredient will be supplied according to estimated need expressed by each woman. Women will then be asked to use the ingredient to cook that recipe using the usual amounts of the ingredients. Cooking will take place at women’s house. Each ingredient including water will be weighed before after cooking using precise weighing balance (accurate to 10 g) and the cooking method will be recorded. Only edible portion of each ingredient will be used in cooking and therefore the amount will be adjusted for the refuse factor. Nutrient values of each ingredient will be calculated from the FCT. If any ingredient (such as sauce) is already a recipe nutrient value will be used from the label but the item will be considered as an ingredient for the recipe under study. The total nutrient value of the recipe will be obtained by adding all nutrient values of individual ingredients. It will be assumed that ingredients used in the recipe will be evenly dispersed in total volume of the cooked recipe. Total amount of cooked recipe will be weighed. However, the nutrients will be assumed to be raw equivalent but distributed evenly in the cooked recipe. No loss or gain in nutritional value will be considered. Finally, nutrient content per 100 g of the cooked recipe will be calculated.

Selection of women for cooking recipes

Several sources of variations in recipes such as number and amount of ingredients used in certain recipe with the same name are inherent in Bangladesh but there are no data available on that aspect. One of the major sources of variation is assumed to be the household size. Larger households need to prepare greater volume of the recipe to share will all members than smaller households. Whether preparation of larger volume of the recipe has any implication on the proportion of the ingredients and therefore, the nutrient density is not known. To capture the possible variation due to household size, we have planned to randomly select women stratified by household size (small <3, medium 3-5, and large >5 members). Six women, two from each household size, will prepare each recipe and therefore we would need 60 women to cook 10 recipes under investigation. Considering possible refusal or availability by about 20% we will randomly select 72 women for the cooking of the recipes. Average of the recipe data that will be collected from six households will then be used as the reference value for that particular recipe. 

Recipes to be studied

Only 10 recipes were selected for this study. They were chosen based on the frequency of consumption reported by women who participated in recent MINIMat study but had no nutrient data available in the food composition table for Bangladesh available in the Centre as Bangla 98. They include the following:

1. Leafy vegetable (Winter/Non-winter season) 

2. Fresh fish curry (winter/non-winter season)

3. Lentil (Dal)

4. Mixed vegetable (winter/non-winter season)

5. Chicken curry (winter/non-winter)

6. Meat curry (Beaf/mutton)

7. Dry fish ground (bharta)

8. Dry fish curry (winter/non-winter)

9. Tele bhaja pita (a special home made cake)

10. Singara 

Summary of Estimation of Nutrient Content of the Recipe

The following steps will be followed to estimate the nutrient contents of the recipe:

1. Selection of the recipe (according to the list)

2. Each ingredient will be weighed before cooking

3. Nutrient content data for each ingredient will be recorded from the FCT. However, for the ingredients, which might itself be multi-ingredient food, nutrient value will be used from the level or suitable source.

4. Correction of ingredient nutrient levels for weight of edible portions will be where appropriate

5. Weights of ingredients will summed together to get weight of the recipe

6. Nutrient value of the recipe will be obtained by summation of nutrient values of ingredients.

7. Determine the quantity of prepared food produced by the recipe

8. Determine the final nutrient values per unit weight (e.g. per 100 g).  

Adjustment of the contents of each ingredient for effects of preparation will not be considered as it will be assumed no loss or gain nutrient will occur during preparation except the loss of water. 

Recipe Data Collection Form

	Ingredient Name
	Amount (g/ml)
	Average amount g/ml

	
	HH1
	
	HH2
	HH3
	HH4
	HH5
	HH6
	

	a
	
	
	
	
	
	
	
	

	b
	
	
	
	
	
	
	
	

	c
	
	
	
	
	
	
	
	

	d
	
	
	
	
	
	
	
	

	e
	
	
	
	
	
	
	
	

	f
	
	
	
	
	
	
	
	

	g
	
	
	
	
	
	
	
	

	h
	
	
	
	
	
	
	
	

	i
	
	
	
	
	
	
	
	

	Total
	
	
	
	
	
	
	
	


Standardization of Serving Size

During the recipe survey, serving size used for particular recipe in that community will be standardized for volume/weight so that nutrient content per serving can be calculated.  These serving units information will be updated in the software that will be used for calculation of nutrient consumption from food consumption data.

Training and orientation of worker

Major activities of the survey will be arrangement of ingredients for respective recipes, inviting women who will participate in the recipe trial, explain the purpose of the study, weighing individual ingredients and total recipe before and after cooking, and obtaining the nutrient composition of the recipe after necessary adjustments.  The main workers will the female university graduates who had previous experience of interviewing and data collection in the field. Initial training will include preparing a recipe themselves from the supplied ingredients following the step-by-step procedures described in the estimation of nutrient content of recipe section. They will also be oriented how to contact and motivate selected women in the village and explain the purpose of the study. Training will also include how to measure (weigh) each ingredient and total weight of the recipe taking account of the adjustment for non-edible portion and yield (10). 

 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. (TYPE WITHIN THE PROVIDED SPACE).  


The proposed study will be implemented in Matlab field research area of International Centre for Diarrhoeal Disease Research, Bangladesh (ICDDR,B). The Centre has maintained a well-reputed free diarrhoea treatment hospital and a Health and Demographic Surveillance System (HDSS) in Matlab on 220,000 population (currently) in 72 villages since 1963. The participants will be randomly selected women permanent residents in Matlab study area of ICDDR,B and have parcipated in recently completed MINIMat study. They will be indentified through their Current Identification (CID) Number and Registration Identification (RID) Number available with HDSS. Also their current residence status can be easily identified through records available from Matlab HDSS. ICDDR,B office and transport facilities (speedboats/country boats) will be used during field implementation 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. (TYPE WITHIN THE PROVIDED SPACE).


Data will be examined carefully for number and amount of ingredients used. Nutrient values per 100 g of final recipe will be calculated considering adjustment for edible portion and yield factor and will be expressed as mean and standard deviation.  Final nutrient values their variations will be examined updated the food composition table with the newly obtained values.

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.

Subjects will be given adequate information with regard to the study procedures and possible of use of the information provided by them.  All participants will have the liberty to withdraw any time during the cooking demonstration without any obligation and without jeopardizing affecting their access to ICDDR,B and government health services in Matlab area. Confidentiality with regard to information provided by the study participants on food preparation and diet of will be strictly maintained. Ethical approval for this study will be sought and obtained from the Ethical Review Committee in ICDDR,B.
Use of Animals

Describe in the space provided the type and species of animal 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.                                                                       
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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 Bangladesh through a training programme.


The findings of the study will be disseminated as final report of the project and will be shared with scientist working with food composition table and dietary assessment as an updated computerized food composition table.

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. (DO NOT EXCEED ONE PAGE)


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


:

2    Present position

:

3    Educational  background
:

       (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

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


4.2. As Co-Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


4.3.   As Co-Investigator  


	Protocol Number
	Starting date
	Ending date
	Percentage of time

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


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
	

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

	c) Working papers
	

	b)  Monographs
	


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

        1)

        2)

        3)

        4)

        5)         

------------------------------------------------------------------------------------------------------------

                                                                    APPENDIX

International Centre for Diarrhoeal Disease Research, Bangladesh

                                   Voluntary Consent Form


Title of the Research Project: Field study of determining reference recipe for frequently consumed multi-ingredient foods (recipes) in rural Matlab, Bangladesh

Principal Investigator: Dewan S. Alam


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.


Foods are important for our health and survival. When foods are eaten they provide us energy and other nutrients, which are essential for our body. Whether the foods we eat are adequate for our needs can be assessed by comparing our intake with some reference values.  That comparison requires our food consumption data to be converted into nutrient intake data using nutrient value of foods available in our food composition table. We eat food either as single food item or as mixed dishes, which contain several different ingredients in certain proportion. For assessing the adequacy of nutrient consumption we need data for both mono-ingredient foods and multi-ingredient mixed dishes or recipes. Our food composition table contains nutrient value mostly for the mono-ingredient foods and a limited number of recipes, which limits our ability to make good assessment of our diet. ICDDR, B is going to undertake a project in which information of commonly consumed recipe information will be collected from Matlab area. This information on recipe will help us enhance our food composition table which can be then used for assessing the diet of Matlab people and elsewhere.

We would like to invite you to participate in this study as we understand that you also prepare the recipes we are interested in collecting information on. If you agree to participate then we would request you to cook a particular recipe for us in your house. We will provide you with all the ingredients you need for the preparation of that particular recipe. You would be required to prepare the recipe using the same ingredients and proportions as you would have prepared it on your own. While you would be preparing the recipe we would be weighing all raw ingredients and also again if you remove any non-edible portion from any of the ingredients. We will weigh the total recipe (all ingredients including water) before cooking and also after you finish cooking. At the end of cooking we will also weight some of serving units that you might use at home for serving that recipe. 

As cooking is one of your daily routine activities, we believe your participation in this study will not increase any risk of injury or accident. Nevertheless, if anything happens accidentally during your participation in the study, we will take adequate medical care. Although your participation will not benefit you directly right now, your contribution will help use to enrich our food composition table which will be used in future for benefit of the nation.

Your participation is absolutely voluntary. You may ask any questions regarding the study and we shall be happy answer them for you. You have the right to withdraw from the study any time even after giving a written informed consent without jeopardizing your eligibility to receive routine services that are provided by ICDDR,B in the area. We assure you that your identity will remain confidential in any publication or dissemination resulting from this study. 

Continuation Sheet (Number each sheet consecutively)


We now invite you to participate in the study. If you agree to participate please sign or provide your left thumb impression on the consent document.

Consent: The study has been clearly explained to me, and I voluntarily consent for myself to participate in it.   I, having full capacity to consent do hereby give consent for me to participate in this study.

Name ___________________________________

RID_______________, 




CID ______________________, 

Signature/LTI of the participant __________________
Date _________________

Name of witness ________________________  
Signature of witness _______________


Signature of Investigator/ or agents                                                                              Signature of Subject/ Guardian

 Date:                                                                                                                                   Date:

Detailed Budget for New Proposal


Project Title: Field study of determining reference recipe for frequently consumed multi-ingredient foods (recipes) in rural Bangladesh

Name of PI: Dewan S. Alam


Protocol Number:                                             Name of Division: Public Health Sciences Division


Funding Source: Internal (Child Health Unit)   Amount Funded (direct):                    Total:   $5,088.00                 Overhead (%)


Starting Date: ASAP                                 Closing Date: Four months from the date of start


Strategic Plan Priority Code(s): 


	Sl. No


	            Account Description
	Salary Support
	US $ Amount Requested

	
	            Personnel
	       Position
	Effort%
	Salary
	1st Yr

	
	Field Research Officer (1)
	GS5
	100
	337
	674

	
	Field Research Supervisor (4)
	GS4
	100
	258
	2064.00

	
	Porters (5)
	Unclassified
	100
	75
	750.00

	
	
	
	
	
	

	
	Sub Total
	3,488.00

	

	             Supplies and Materials (Description of Items)

	
	Office stationeries and supplies
	150.00

	
	Food weighing scales 
	150.00

	
	Food items for recipe
	250.00

	
	Sub Totals
	550.00


	
	Other Contractual Services
	

	
	Printing and Publication
	150.00

	
	Sub Total
	150.00


	
	Interdepartmental Services
	

	
	Transport
	600.00

	
	Xerox, Mimeographs etc.
	150.00

	
	Miscellaneous
	100.00

	
	Other Operating Costs
	

	
	
	

	
	Sub Totals
	850.00


TOTAL DIRECT COST: 5,088.00

Budget Justifications


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


Dewan Alam, as nutritionist and nutrition epidemiologist will serve as the Principal Investigator and be responsible for the design, implementation and overall supervision of the project. Shams El Arifeen and M Yunus will serve as Co-PI and will be involved in the design and implementation of the study. MA Wahed, biochemist with experience of preparation, maintenance and update of food composition table will be involved in the design, implementation and updating the food composition table maintained at icddr,b. All the investigators will provide their time and input voluntarily without charging their time to the proposed budget. Field as described in the budget will be recruited for timely proper implementation of the project. 

Other Support

Describe sources, amount, duration, and grant number of all other research funding currently granted to PI or under consideration. (DO NOT EXCEED ONE PAGE FOR EACH INVESTIGATOR)




                           Check List


      After completing the protocol, please check that the  following selected items have been included.

1.  Face Sheet Included                            


2.  Approval of the Division Director on Face Sheet   


3.  Certification and Signature of  PI on Face Sheet, #9 and #10


4.  Table on Contents

5. Project Summary 


6.  Literature Cited


7. Biography of Investigators


8.  Ethical Assurance


9.  Consent Forms


10.  Detailed Budget 
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