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KNOWLEDGE FOR GLOBAL LIFESAVING SOLUTIONS





	RRC APPLICATION FORM



	RESEARCH PROTOCOL 

NUMBER: 2007-053
	FOR OFFICE USE ONLY

	
	RRC Approval:
	 FORMCHECKBOX 
 Yes /
	 FORMCHECKBOX 
 No
	Date:     

	
	ERC Approval:
	 FORMCHECKBOX 
 Yes /
	 FORMCHECKBOX 
 No
	Date:     

	
	AEEC Approval:
	 FORMCHECKBOX 
 Yes /
	 FORMCHECKBOX 
 No
	Date:     

	Protocol Title: Ancillary Care in Public Health Intervention Research in Resource- Limited Settings Researchers’ Practices and Decision Making

	Short title (in 50 characters including space):      


	Theme: (Check all that apply)

 FORMCHECKBOX 
  Nutrition

 FORMCHECKBOX 
  Emerging and Re-emerging Infectious Diseases

 FORMCHECKBOX 
  Population Dynamics

 FORMCHECKBOX 
  Reproductive Health

 FORMCHECKBOX 
  Vaccine Evaluation

 FORMCHECKBOX 
  HIV/AIDS
	 FORMCHECKBOX 
   Environmental Health
 FORMCHECKBOX 
   Health Services
 FORMCHECKBOX 
   Child Health
 FORMCHECKBOX 
   Clinical Case Management
 FORMCHECKBOX 
   Social and Behavioural Sciences

 FORMCHECKBOX 
   Other __Ethics in research___

	Key words: Ancillary care, Researchers Practices

	Relevance of the Protocol:

Public health research designed to address the needs of the poor requires researchers to conduct studies in resource-limited settings. Circumstances of chronic poverty in these settings may include lack of secure access to adequate nutrition, clean water, and sanitation, together with little or no access to health care services. In consequence, some participants in public health research will predictably suffer illness and death from medical conditions beyond the condition being studied. This situation presents a perplexing ethical problem. Should researchers provide any ancillary care, i.e. medical care, beyond what is necessary to ensure scientific validity and participants’ safety? There is a dearth of empirical data on the extent to which researchers provide ancillary care, and what factors influence their decisions. The NIH identifies ancillary care as an important issue in international research ethics, and calls for research to assess how stakeholders respond to requirements or requests to provide it.Our objective in this pilot project is to gather preliminary data on ancillary care practices and decision-making from public health researchers in resource-limited settings. We have three specific aims: 
(1) To describe researchers’ practices regarding the provision of ancillary care in public health intervention studies they have conducted;
(2) To describe the factors that influence researchers’ decision-making about whether to provide ancillary care;
(3) To develop a conceptual model that portrays factors relevant to researchers’ decision-making and the relationship among the factors identified.
 

	Centre’s Priority (as per Strategic Plan, to be imported from the attached Excel Sheet):
Not applicable

	Programmes:

 FORMCHECKBOX 
   Child Health Programme

 FORMCHECKBOX 
   Nutrition Programme

 FORMCHECKBOX 
   Programme on Infectious Diseases & Vaccine Science

 FORMCHECKBOX 
   Poverty and Health  Programme


	   FORMCHECKBOX 
   Health and Family Planning Systems Programme 
   FORMCHECKBOX 
   Population Programme

   FORMCHECKBOX 
   Reproductive Health Programme

 FORMCHECKBOX 
   HIV/AIDS Programme

 FORMCHECKBOX 
   Other ___________

	Principal Investigator (Should be a Centre’s staff) 

Shams El Arifeen (ICDDR,B PI)
Address (including e-mail address):                                                           

Head, CHU   shams@icddrb.org
Holly Taylor (PI)


	 DIVISION:

 FORMCHECKBOX 
  CSD                                 FORMCHECKBOX 
  LSD

   FORMCHECKBOX 
  HSID                                FORMCHECKBOX 
 PHSD

	Co-Principal Investigator(s): Internal



	Co-Principal Investigator(s): External: 

(Please provide full official address including e-mail address and Gender)



	Co-Investigator(s): Internal: 
     

	Co-Investigator(s): External 

(Please provide full official address including e-mail address and Gender)

     


	Student Investigator(s): Internal (Centre’s staff):
     

	Student Investigator(s): External:

(Please provide full address of educational institution and Gender) 

     


	Country

USA
Contact person

Holly Taylor
Department

(including Division, Centre, Unit)

Department of Health and Management, Bloomberg School of Public Health,
Institution

(with official address)

Johns Hopkins University, Baltimore
Directorate

(in case of GoB i.e. DGHS)

     
Ministry (in case of GoB)

     
Collaborating Institute(s): Please Provide full address

Institution # 1



	Institution # 2
Country

     
Contact person

     
Department

(including Division, Centre, Unit)

     
Institution

(with official address)

     
Directorate

(in case of GoB i.e. DGHS)

     
Ministry (in case of GoB)

     


	Institution # 3

Country

     
Contact person

     
Department

(including Division, Centre, Unit)

     
Institution

(with official address)

     
Directorate

(in case of GoB i.e. DGHS)

     
Ministry (in case of GoB)

     
Note: If more than 3 collaborating institutions are involved in the research protocol, additional block(s) can be inserted to mention its/there particular(s).



	Population: Inclusion of special groups (Check all that apply):

Gender

 FORMCHECKBOX 
  Male

 FORMCHECKBOX 
  Female 


Age

 FORMCHECKBOX 
   0 – 4 years

 FORMCHECKBOX 
   5 – 9 years

 FORMCHECKBOX 
   10 – 19 years

 FORMCHECKBOX 
   20 – 64 years

 FORMCHECKBOX 
    65 +
 FORMCHECKBOX 
   Pregnant Women

 FORMCHECKBOX 
   Fetuses

 FORMCHECKBOX 
   Prisoners
 FORMCHECKBOX 
   Destitutes 
 FORMCHECKBOX 
   Service Providers
 FORMCHECKBOX 
   Cognitively Impaired
 FORMCHECKBOX 
   CSW

 FORMCHECKBOX 
  Others  (specify Researcher & Senior field Supervisors)
 FORMCHECKBOX 
    Animal

NOTE   It is the policy of the Centre to include men, women, and children in all research projects involving human subjects unless a clear and compelling rationale and justification (e.g. gender specific or inappropriate with respect to the purpose of the research) is there. Justification should be provided in the `Sample Size’ section of the protocol in case inclusiveness of study participants is not proposed in the study.

	Project/study Site (Check all the apply):

 FORMCHECKBOX 
  Dhaka Hospital

 FORMCHECKBOX 
  Matlab Hospital

 FORMCHECKBOX 
  Matlab DSS Area

 FORMCHECKBOX 
  Matlab non-DSS Area

 FORMCHECKBOX 
  Mirzapur

 FORMCHECKBOX 
  Dhaka Community

 FORMCHECKBOX 
  Chakaria

 FORMCHECKBOX 
  Abhoynagar
	 FORMCHECKBOX 
   Mirsarai

 FORMCHECKBOX 
   Patyia

 FORMCHECKBOX 
   Other areas in Bangladesh

 FORMCHECKBOX 
   Outside Bangladesh

              Name of Country:      
 FORMCHECKBOX 
   Multi Centre Study
(Name other countries involved): Pakistan, India & Nepal


	Type of Study (Check all that apply):

 FORMCHECKBOX 
  Case Control Study

 FORMCHECKBOX 
  Community-based Trial/Intervention

 FORMCHECKBOX 
  Program Project (Umbrella)

 FORMCHECKBOX 
  Secondary Data Analysis

 FORMCHECKBOX 
  Clinical Trial (Hospital/Clinic)

 FORMCHECKBOX 
  Family Follow-up Study
 FORMCHECKBOX 
   Cross Sectional Survey

 FORMCHECKBOX 
   Longitudinal Study (cohort or follow-up)

 FORMCHECKBOX 
   Record Review

 FORMCHECKBOX 
   Prophylactic Trial

 FORMCHECKBOX 
   Surveillance/Monitoring

 FORMCHECKBOX 
   Others: Qualitative
   NOTE:  Does the study meet the definition of clinical studies/trials given by the International Committee of Medical                       Journal Editors (ICMJE)?   Yes  FORMCHECKBOX 
       No  FORMCHECKBOX 

                    Please note that the ICMJE defined clinical trial as “Any research project that prospectively assigns human subjects to intervention and comparison groups to study the cause-and-effect relationship between a medical intervention and a health outcome”.

              If YES, after approval of the ERC, the PI should complete and send the relevant form to provide required information about the research protocol to the Committee Coordination Secretariat for registration of the study into websites, preferably at the www.clinicaltrials.gov. It may please be noted that the PI would require to provide subsequent updates of the research protocol for updating protocol information in the website.

	Targeted Population (Check all that apply):

 FORMCHECKBOX 
  No ethnic selection (Bangladeshi)

 FORMCHECKBOX 
   Bangalee

 FORMCHECKBOX 
  Tribal group


	 FORMCHECKBOX 
   Expatriates

 FORMCHECKBOX 
   Immigrants

 FORMCHECKBOX 
   Refugee

	Consent Process (Check all that apply):
 FORMCHECKBOX 
 Written

 FORMCHECKBOX 
    Oral

 FORMCHECKBOX 
  None

	 FORMCHECKBOX 
   Bengali Language

 FORMCHECKBOX 
   English Language


	Proposed Sample Size:


The study will use qualitative methods for data collection. Therefore the sample size will be based on sufficiency and redundancy of information. 

 Sub-group (Name of subgroup (e.g. Men, Women) and Number

Name

Number

Name

Number

(1) Approximately 10 interviews  
     
(3)       

     
(2)       

     
(4)       

                                                                                                                                                 Total sample size: 10

	Determination of Risk: Does the Research Involve (Check all that apply):

 FORMCHECKBOX 
  Human exposure to radioactive agents?

 FORMCHECKBOX 
  Fetal tissue or abortus?

 FORMCHECKBOX 
  Investigational new device?

        (specify:      )

 FORMCHECKBOX 
  Existing data available from Co-investigator

 FORMCHECKBOX 
  Human exposure to infectious agents?

 FORMCHECKBOX 
  Investigational new drug

 FORMCHECKBOX 
  Existing data available via public archives/sources

 FORMCHECKBOX 
  Pathological or diagnostic clinical specimen only

 FORMCHECKBOX 
  Observation of public behaviour

     FORMCHECKBOX 
  New treatment regime


	Yes

 FORMCHECKBOX 

No

 FORMCHECKBOX 

Is the information recorded in such a manner that study participants can be identified from information provided directly or through identifiers linked to the study participants?

Yes

 FORMCHECKBOX 

No

 FORMCHECKBOX 

Does the research deal with sensitive aspects of the study participants’ behaviour; sexual behaviour, alcohol use or illegal conduct such as drug use?
Could the information recorded about the individual if it became known outside of the research:

Yes

 FORMCHECKBOX 

No

 FORMCHECKBOX 

Place the study participants at risk of criminal or civil liability?

Yes

 FORMCHECKBOX 

No

 FORMCHECKBOX 

Damage the study participants’ financial standing, reputation or employability, social rejection, lead to stigma, divorce etc.?


	Do you consider this research (Check one):

 FORMCHECKBOX 
   Greater than minimal risk



 FORMCHECKBOX 
 No more than minimal risk
 FORMCHECKBOX 
   Only part of the diagnostic test

Minimal Risk is "a risk where the probability and magnitude of harm or discomfort anticipated in the proposed research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical, psychological examinations or tests. For example, risk of drawing a small amount of blood from a healthy individual for research purposes is no greater than the risk of doing so as a part of routine physical examination".


	Yes/ No
 FORMCHECKBOX 
    FORMCHECKBOX 
   Is the proposal funded?

               If yes, sponsor Name: (1)           
                                                  (2)           


	Yes/No
 FORMCHECKBOX 
    FORMCHECKBOX 
     Is the proposal being submitted for funding?
                 If yes, name of funding agency:       (1)      
                                                                           (2)      

	Do any of the participating investigators and/or member(s) of their immediate families have an equity relationship (e.g. stockholder) with the sponsor of the project or manufacturer and/or owner of the test product or device to be studied or serve as a consultant to any of the above?

IF YES, a written statement of disclosure to be submitted to the Centre’s Executive Director.

Dates of Proposed Period of Support              Cost Required for the Budget Period ($) :   No cost involvement 
Years

Direct Cost

Indirect Cost

Total Cost

Year-1

     
     
0 FORMTEXT 

0

Year-2

     
     
0 FORMTEXT 

0

Year-3

     
     
0 FORMTEXT 

0

Year-4

     
     
0 FORMTEXT 

0

Year-5

     
     
0 FORMTEXT 

0

Total

0 FORMTEXT 

0

0 FORMTEXT 

0

0 FORMTEXT 

0

(Day, Month, Year - DD/MM/YY)                     

 Beginning Date : 19/11/07
 End Date           : 27/11/07


	Certification by the Principal Investigator

I certify that the statements herein are true, complete and accurate to the best of my knowledge. I am aware that any false, fictitious, or fraudulent statements or claims may subject me to criminal, civil, or administrative penalties. I agree to accept the responsibility for the scientific conduct of the project and to provide the required progress reports including updating protocol information in the SUCHONA (Form # 2) if a grant is awarded as a result of this application.

 ___________                                                                                                                       ____________

Signature of PI                                                                                                                                         Date             

                                      

	Approval of the Project by the Division Director of the Applicant

The above-mentioned project has been discussed and reviewed at the Division level as well by the external reviewers. The protocol has been revised according to the reviewers’ comments and is approved.

     
     
Name of the Division Director
Signature
                Date of Approval
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