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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. (Please keep as brief as possible).


	Principal Investigator(s): Peter Kim Streatfield


	Research Protocol Title: Study on Global Ageing and Adult Health, INDEPTH - WHO Collaboration

	Total Budget US$: 25,000                    Beginning Date : 03/09/2006                     Ending Date: 31/08/2007

	This protocol represents a coordinative and collaborative effort between the World Health Organization for the World Health Survey Study on Global Aging and Adult Health (SAGE) and the International Network for the continuous Demographic Evaluation of Populations and Their Health in developing countries (INDEPTH). [INDEPTH is a network of some 36 field sites based on health and demographic surveillance in Africa and Asia. R&D infrastructure in each site includes continuous, household-level monitoring of all births, deaths and migrations in the defined population; this supports additional research activities relating to disease, health and interventions (whether health or social)].This work, as part of a Multi-Country Survey, will be run in a tight collaboration between INDEPTH and WHO. The goals of SAGE are to promote a better understanding of the effects of ageing on well-being, to examine the health status of individuals aged 50+ years and changes, trends and patterns that occur over time, and to improve the capacity of researchers to analyze the effects of social, economic, health care and policy changes on current and future health. The objective of SAGE is to improve the empirical understanding of the health and well-being of older adults and ageing in developing countries through provision of reliable, valid and cross-nationally comparable data for examining health difference across individuals, countries and regions, plus providing validated health measurement methods. 

This study will be implemented in Matlab DSS site to adapt and pilot a SAGE short version with a view to their long-term inclusion in the health and demographic surveillance operations of INDEPTH field sites. The sample size is 5000 of people 50 years or older, in which a sample of 1000 people will be between 18 and 49 years of age. This will form the basis of the cohort to be followed up at regular intervals. This will be a probability sample selected using a multistage sampling technique. 

SAGE will be a longitudinal, cross-sequential household face-to-face survey. Pending the results of this survey and funding levels, this survey programme is projected to run over five to ten years. 

It is anticipated that the results will help inform how health, social, environmental and economic policies, programmes and realities across different countries affect the health status of individuals and populations over a lifetime and at older ages.





	KEY PERSONNEL (List names of all investigators including PI and their respective specialties)

Name

Professional Discipline/ Specialty

Role in the Project

1. Peter Kim Streatfield
Demographer
Principal Investigator
2. Masuma Akter Khanam
Physician, Research Investigator 
Co- PI
3.      
     
     
4.      
     
     
5.      
     
     
6.      
     
     
7.      
     
     
8.      
     
     
9.      
     
     
10.      
     
     



Description of the Research Project
Hypothesis to be Tested:

[image: image2.wmf] 


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.


No 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.


To obtain reliable, valid and comparable data on levels of health on a range of key domains for older adult populations who are 50 years and older in a representative sample of the Matlab DSS site.

·To examine patterns and dynamics of age-related changes in health and well-being using longitudinal follow-up of survey respondents as they age, and to investigate socio-economic consequences of these health changes;

·To adapt and pilot summary version of the Survey on Global Aging and Adult Health research instruments, with a view to their long-term inclusion in the health and demographic surveillance operations of INDEPTH field sites.

·To correlate such information with the routinely collected vital registration data and key indicators of individual/household social and economic status from INDEPTH data systems; disease and health state measures can be cross-correlated; change over time can be assessed.·To develop a mechanism to link survey data to surveillance data from demographic surveillance sites;

To generate a large enough cohort of older adult populations and a comparison cohort of younger populations for follow-up of intermediate outcomes, monitoring trends, examine transitions and life events, and address relationships between determinants and health, well-being and health-related outcomes;

·To establish the utility of INDEPTH sites to serve as some form of hypothesis testing and calibration instrument for SAGE

·To allow meaningful initial comparative work between national surveys and DSS sites, sufficient to inform future and more extensive hypothesis-driven research.



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.


The numbers of persons aged 50 years and over and 60 years and older is growing in the major areas of the world and in the vast majority of countries (see Table 3.1).  By the year 2025, the global population of persons aged 50 years and over will have exceeded the numbers of persons younger than 15 years.  The median age is projected to increase from 28.1 years in 2005 to 32.8 in 2025 - with the rate of increase larger in less developed than more developed countries.   The demographic shift in all regions of the world will also drive a health transition with adult health issues becoming more prominent in all countries.  Health research in less developed countries has historically been more heavily focused on younger age populations, so as global populations age, there is an increasing need for valid and comparable data on the health and well-being of older adults especially in developing countries. Given the numerous competing priorities with which governments of most less developed countries must contend, ageing related issues, even where policies exist, are simply not taken up.  In part, this is because of the relatively small amount of information that currently exists about the situation of older persons.  However, with the growth in the numbers of older persons in every country, combined with the exigencies of growing old, countries will be forced to respond and provide for the needs of this population.  Questions about changing health over the life course and compression of morbidity demand a richer empirical basis for analysis, particularly in the context of planning and preparing social protection mechanisms (health and pension systems) to meet the demands of this growing population group. 

 The WHO Study on global AGEing and adult health (SAGE) was created to improve the understanding of the health and well-being of older adults and ageing in developing countries. SAGE will provide high quality health and well-being data needed to inform policy and programme debates.  It is designed as a longitudinal data collection platform and to extend methodological advances created as part of the WHO World Health Survey Programme. Its ultimate goal is to provide data to inform policy and programmes, through engaging with countries and regional/international policy frameworks. 

The results of analysis of SAGE longitudinal data will improve our empirical understanding of the effects of ageing on the well-being of the population and trends in adult health while also enhancing the capacity of researchers to analyze the effects of social and policy changes as they occur in the future.  These results will be used to develop a range of items for engaging researchers, public health officials, and policy- and decision-makers including, for example, reports combined with support for high-profile national launches, policy and research briefs and summary recommendations 



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.  

Single round cross sectional survey by face to face interview (Study on Global Ageing and Adult Health [SAGE] is a longitudinal, cross-sequential household face to face survey)
Sample Size Calculation and Outcome Variable(s)


 5,000
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.  


This study will be carried out in Matlab DSS where information about the vital events are available.
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.


     
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. 

Data analysis will be performed at WHO HQ and by countries.

Descriptives and basic comparative analysis: These analysis will be important to understand the nature of the data and the basic questions posed.  Results will be provided to countries and will be useful for hypothesis generation for more complex analysis.  These will include but not limited to:

o
Univariate and bivariate analysis on major domains of the survey;

o
Significance differences among subgroups for these domains; and,

o
Comparative analysis across countries on basic descriptives and cross-tabulations.

·
Substantive analysis:  These analysis will be important to explore hypothesis on differentials in health, coverage, social well-being, etc. in the aging population.  It can also shed light on what factors contribute to existing differences.  Certain novel statistical methods will be explored to answer key questions and improve the accuracy of the survey information. Analysis will include but not be limited to: 

o
Multiple regression analysis on key indicators

o
Exploration of inequalities in different indicators

o
Streamlining use of vignettes to assess validity of reported health status and use of symptom questions to assess validity of reported morbidity and subsequently estimate prevalence 

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.


The overall multi country study has been approved by the Ethics committee of the WHO.
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
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.                                                                       

·
Salomon JA, Tandon A, Murray CJ. Comparability of self rated health: cross sectional multi-country survey using anchoring vignettes. BMJ. 2004;328(7434):258.

·
UN Population Division.  The World Population Prospects: The 2004 Revision. February 2005 POP/DB/WPP/Rev.2004/4/F1

·
World Health Organization. SAGE at www3.who.int/sage

·
World Health Organization. WHS programme at www.who.int/whs

·
www.indepth-network.net

·
www.share-project.org/

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.


·Results from the Matlab study site will be disseminated to ICDDR,B, to the study communities and will be published in academic journals and presented at various national and international conferences. In collaboration with WHO, Matlab results will also be used in comparative analyses with other Asian and African sites. 

In addition to creating a health data collection platform for longitudinal health surveys and further developing research methodologies to improve cross-national comparability of data, we will produce both independently and collaboratively with participating countries and WHO collaborating centres:·


Public access datasets;Policy and research briefs; National reports; Links to surveillance data collection systems and other data collection efforts; Manuscripts for submission to peer-reviewed journals; Recommendations for research, policy and planning;.

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. 

This is a collaboartive work with other INDEPTH field sites. Altogether 9 sites will undertake the summary version of  SAGE questionnaire. 
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: Peter Kim Streatfield
2    Present Position: Head, Population Program and Health and Demographic Surveillance Unit
 PhD
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

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


5   Publications 
	Types of publications
	Numbers

	a. Original scientific papers in peer-review journals                               
	     

	b.   Peer reviewed articles and book chapters                                                               
	     

	c. Papers in conference proceedings
	     

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

	e. Working papers
	     

	f. Monographs
	     


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

        1)
     
        2)
     
        3)
     
        4)
     
       5)            

Biography of the Investigators

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

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

1    Name: DR. Masuma Akter Khanam
2    Present Position: Research Investigator
MBBS, MPH (Australia), PhD sudent of Geriatric Epidemiology (Karolinska Institute)
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

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.5. As Co-Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	2003-25
	August 2003
	August 2006
	100%

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.6.   As Co-Investigator  


	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


5   Publications 
	Types of publications
	Numbers

	g. Original scientific papers in peer-review journals 
	1

	h.   Peer reviewed articles and book chapters 
	     

	i. Papers in conference proceedings
	3

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

	k. Working papers
	     

	l. Monographs
	     


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

        1)
Kabir, ZN, Ferdous, T, Cederholm, T, Khanam, MA, Sreatfield, K, Wahlin, Å  2006, ‘Mini Nutritional Assessment of rural elderly people in Bangladesh: The impact of demographic, socio-economic and health factors’, Public Health Nutr,  In press.
        2)
     
        3)
     
        4)
     
       5)            

Biography of the Investigators

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

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

1    Name: 
2    Present Position:      
     
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)

4.7. As Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.8. As Co-Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.9.   As Co-Investigator  


	Protocol Number
	Starting date
	End date
	Percentage of time

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


5   Publications 
	Types of publications
	Numbers

	m. Original scientific papers in peer-review journals
	     

	n.   Peer reviewed articles and book chapters 
	     

	o. Papers in conference proceedings
	     

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

	q. Working papers
	     

	r. Monographs
	     


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

        1)
     
        2)
     
        3)
     
        4)
     
       5)            

Detailed Budget

(Please 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.

     
Other Support

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

Appendix 1: Voluntary Consent Form

International Centre for Diarrhoeal Disease Research, Bangladesh

Voluntary Consent Form

Title of the Research Protocol: Study on Global Ageing and Adult Health, INDEPTH - WHO Collaboration
Principal Investigator: Peter Kim Streatfield
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.

        

_____________________________                                                      _________________________

   Signature of Investigator/ or Agents                                                       Signature of Subject/ Guardian 

Date:                                                                                                  Date:     
Appendix 2: Comments of External Reviewers

     
Appendix 3: Response to External Reviewer’s Comments

     
Appendix 4: Abstract Summary covering eight points specified by the ERC

     
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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