	[image: image1.wmf] 

[image: image2.wmf] 



	RRC APPLICATION FORM



	RESEARCH PROTOCOL 

NUMBER: 2008-12
	FOR OFFICE USE ONLY

	
	RRC Approval:
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	Protocol Title:  Levels of neutralization activity of maternal breast milk to rotaviral vaccine strains: A comparative study

	Short title (in 50 characters including space): Breast milk neutralization activity of rotavirus



	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

	Key words: rotavirus, vaccine, breast milk

	Relevance of the Protocol: Infants in resource-poor countries have a suboptimal response to live oral rotavirus vaccines compared to infants in resource-endowed countries. Breast milk contains neutralization activity against human rotaviruses. Concomitant breast feeding with rotavirus vaccine administration could reduce the titers and infectivity of live oral rotavirus vaccines rendering them less effective. If we find that breast milk substantially reduces the titer of the rotavirus strain contained in the licensed rotavirus vaccines in in vitro analyses, we will follow up these findings with an intervention field trial to delay breast feeding before and after oral rotavirus vaccine administration. 
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	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 
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 FORMCHECKBOX 
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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 
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 FORMCHECKBOX 
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 FORMCHECKBOX 
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 FORMCHECKBOX 
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	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
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   Record Review
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   Prophylactic Trial

 FORMCHECKBOX 
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x   Others: prospective anonymous collection of  expressed maternal breast milk for in vitro analysis
   NOTE:  Does the study meet the definition of clinical studies/trials given by the International Committee of Medical                       Journal Editors (ICMJE)?   Yes  FORMCHECKBOX 
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                    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”.
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	Proposed Sample Size:


Sub-group (Name of subgroup (e.g. Men, Women) and Number: 50 women

As this study will involve the collection of expressed breast milk, only lactating women will be enrolled.
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Name

Number
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50
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(2)       
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                                                                                                                                                 Total sample size: 50

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

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

Yes
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 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".
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	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
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Name of the Division Director
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Check-List



       x  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): K. Zaman  



	Research Protocol Title: Levels of neutralization activity of maternal breast milk to rotaviral vaccine strains: A comparative study

	Total Budget US$: 8336                    Beginning Date : 15/05/08                     Ending  Date: 14/08/08

	This study will seek to evaluate the role of maternal breast milk consumption on the immunogenicity of the oral rotavirus vaccines. A prospective cohort laboratory in vitro study will evaluate the extent to which neutralization activity against rotavirus, present in human breast milk, can reduce the titer of different rotavirus strains that comprise live oral rotavirus vaccines. Neutralization titers and activity from maternal breast milk against several strains of rotavirus that comprise the current live oral rotavirus vaccines from lactating women from seven countries (Bangladesh, India, Kenya, South Africa, United States, Vietnam, and Korea) will be collected and compared. These laboratory evaluations will provide information regarding simultaneous human breast milk consumption and the resulting immune response to rotavirus strains currently incorporated in the licensed oral rotavirus vaccines. From these laboratory evaluations, data to support the conduction of a field, intervention trial to evaluate the timing of breastfeeding concomitant with oral rotavirus vaccine administration will be obtained. These recommendations have the potential to increase rotavirus vaccine immunogenicity and consequently reduce the significant mortality and morbidity burden of rotaviral disease. 
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Pediatric Infectious Diseases

External P.I.
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Infectious diseases
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4. Md. Yunus 

Epidemiology

Co-Investigator 

5. Firdausi  Qadri 
Immunology

Co-Investigator 
6. Tasnim Azim, 

Virologist

Co-Investigator

7. Baoming Giang

Infectious Diseases

Co-Investigator

8.      
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10.      
     
     



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


1. We hypothesize that if infants are breast fed at the time of administration of an oral rotavirus vaccine, breast milk could neutralize the vaccine virus and lower its titer. For cultural reasons, mothers in resource-poor areas are more likely to breast feed their infants at the time of oral immunization than mothers in resource-rich areas. Overall rates of exclusive breast feeding are also higher in the former compared with the later, due to both societal norms and availability of alternative breast milk sources. If concomitant human breast milk ingestion and oral rotavirus vaccine administration substantially reduces the titer of vaccine virus in vitro, this could account for a portion of the reduced immunogenicity of the rotavirus vaccine that has been observed in children from Asia and Africa. 

2. Neutralization activity in breast milk may differ for rotavirus vaccines derived from entirely human (homologous) strains that replicate well compared with bovine (heterologous) strains that replicate poorly. 

3. The levels of neutralizing activity in breast milk may differ by region of origin with higher titers of neutralizing antibody contained in the breast milk of women with lower socioeconomic status.

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



1. We will evaluate the extent to which neutralization activity against rotavirus, present in human breast milk, can reduce the titer of different rotavirus strains that comprise the live oral rotavirus vaccines.

2. We will assay neutralization titers in breast milk against several strains of rotavirus that comprise current live oral vaccines.

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.


BACKGROUND and SIGNIFICANCE:
Two new rotavirus vaccines have been developed, Rotarix by GSK and Rotateq by Merck.  Both vaccines have proven safe and effective, preventing nearly all hospitalizations for rotavirus where they were tested in industrialized or middle-income countries (1, 2). Infants in resource-poor countries have a suboptimal immune response to live oral rotavirus vaccines compared to infants from resource rich countries (3). The immune response to the rotavirus vaccines is titer dependent (4) – any factor that decreases the vaccine titer could decrease the immune response and efficacy. Breast milk has neutralization activity against human rotaviruses (5). Concomitant breast feeding with rotavirus vaccine administration could reduce the titers and infectivity of live oral rotavirus vaccines rendering them less effective. Women from less developed countries are more likely to exclusively breast feed and to breast feed at the time of oral rotavirus vaccine administration. This study will begin to address the critical questions – could these breast feeding practices account for the decreased immune response to the oral rotavirus vaccine and if so, should breast feeding be withheld at the time of rotavirus immunization?

If we find that maternal breast milk substantially reduces the titer of the rotavirus vaccine strains contained in one or both of the currently licensed oral rotavirus vaccines, we will follow up these findings with a field trial. In this intervention study, we will delay breast feeding of the infant at the time of immunization with an oral rotavirus vaccine. This intervention would provide the most immediate means to assess the impact of maternal breast milk on the immune response to live oral rotavirus vaccines. Based upon the results of this evaluation, we will consider a clinical trial to delay breast feeding infants at the time of immunization to improve the immune response from the oral rotavirus vaccines. 

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.  

a. Objectives: The objectives of this pilot study are to quantify and compare the neutralizing activity against rotavirus vaccine strains in anonymously collected maternal breast milk samples collected from women in Asia, Africa, Latin America, and the United States. We will also evaluate for potential associations between levels of breast milk titers against rotavirus, maternal and infant age, parity, and season of specimen collection (high or low season for rotavirus). 

b. Study design: We will conduct an observational, laboratory-based study of anonymously donated breast milk to assess its impact on the infectivity of rotavirus strains in vitro. 

c. Study population: Breast milk samples will be collected from groups of 30-50 women in each of seven locations – India, Vietnam, Korea, South Africa, Kenya, Bangladesh and the United States, who are breast feeding infants of 6 – 24 weeks of age, the recommended age range for rotavirus vaccine administration. A total of 50 mothers will be selected from Bangladesh. The mothers will be selected randomly from the area of one of the nearest sub-centre blocks of Matlab (Block A) which has the birth cohort of about 800 in a year.  

a. Inclusion criteria: Lactating mothers of infants between 6 and 24 weeks of age, who consent to provide expressed breast milk will be invited to participate. Maternal subjects will be recruited from local well-infant care clinics. 

b. Exclusion criteria: Lactating women whose infants have a condition that would render them ineligible for oral rotavirus vaccine administration will be excluded. Women with severely illness, having diarrhea also be excluded.   

c. Enrollment: Women who meet the inclusion criteria will be interviewed by the study investigator or a designee and informed about the objectives and procedures of the study. If they agree to participate, the interviewer will obtain their written, informed consent and will perform a brief interview to obtain demographic information. 

d. Potential pitfalls and solutions: As this in vitro multinational study is an observational analysis, we anticipate minimal pitfalls related to study procedures. The specimens will be prospectively collected and study procedures will preserve subject anonymity. However, logistical issues pertaining to international shipment of biological specimens and maintenance of specimens at required temperatures may emerge. A potential solution to this pitfall will be to contract with an international shipping company with expertise in the shipment of biological specimens.

e. Ethics: Informed consent will be obtained from each subject prior to enrollment and specimen procurement. The protocol will be approved by the local Institutional Review Board in each study location as well as by the Centers for Disease Control and Prevention and the Emory University School of Medicine. These submissions are in progress.

f. Method of breast milk specimen collection:

Thirty to 50 breast milk specimens of 5 – 10 cc volume will be collected from lactating mothers with infants between 6 and 24 weeks from each of the enrollment locations. Each specimen will be assigned a unique identifier that will maintain donor anonymity. Demographic information pertaining to age and parity of donating mothers, their residence (urban versus rural), infant age, and date of collection will be recorded. Samples will be stored at -70oC prior to and during shipping. Specimens will be couriered to the Viral Gastroenteritis Laboratory at the Centers for Disease Control and Prevention (CDC) in Atlanta, Georgia where each specimen will be alloquated for testing. 

g. Assay methodology: Rotavirus-specific neutralizing antibody in breast milk specimens will be measured using a microneutralization assay. We will measure specific neutralizing titers against rotavirus vaccine strains contained in Rotarix®, several reassortants present in the Rotateq® vaccine, neonatal strain 116E, as well as common laboratory strains (Wa and RRV). Rotavirus-specific IgA will be measured with an enzyme-linked immunoassay (EIA). Of note, Rotarix® is an attenuated human strain of serotype G1P1A to which most mothers have some immunity. Rotateq® is composed of five reassortant viruses of predominantly bovine origin and strain 116E is a neonatal strain that appears to grow well in the presence of maternal antibody. 

STUDY MANAGEMENT: The principal investigator will have an active role in the study and will be responsible for the overall direction of the study, procurement of specimens, and analysis of results. The country partners will assist with the recruitment of subjects, storage and shipment of breast milk specimens and will contribute to the review of a manuscript for publication. Colleagues affiliated with the Viral Gastroenteritis Laboratory at the CDC will be responsible for performing laboratory assays. A source with international readership (Lancet, Lancet Infectious Diseases, Clinical Infectious Diseases (CID), Journal of Infectious Diseases) will be considered for publication of this data.

Role of investigators:

K. Zaman:  Protocol development, implementation of the study, analysis of data, manuscript writing.                                                                                                                                          Andy L.Shane: Overall PI of all sites, analysis of samples, Manuscript writing.                         Steve Luby:  Protocol development, analysis of data, manuscript writing.                                       Md Yunus:  Assist in the field logistics, critically review protocol, training plans, data analysis and interpretation, and manuscripts.
Firdausi Qadri: Critically review protocol, oversee the laboratory assessment,  data analysis and interpretation, and manuscripts.                                                                                                  Tasnim Azim: Critically review protocol, oversee the laboratory assessment,  data analysis and interpretation, and manuscripts.                                                                                                  Baoming Giang: Testing of samples, data analysis and interpretation, and manuscripts.

Sample Size Calculation and Outcome Variable(s)


Sample size: For this pilot study, we will obtain 30 to 50 breast milk specimens from women in each of seven locations – India, Vietnam, Korea, South Africa, Kenya, Bangladesh and the United States, for a projected total sample size of 210 to 350 specimens. Based on a prior limited study, we expect to observe a 1 to 2 log reduction in vaccine strain titers due to maternal breast milk interference against rotaviral vaccine strains with a 20% expected frequency. Assuming a population size of 50 women who meet the inclusion criteria, and a worst acceptable frequency that 15% of the specimens will exhibit a 1 to 2 log reduction in vaccine strain titer, a 95% confidence interval, a power of 80%, a sample size of 42 specimens will be needed. This is based on a sample size calculation for a population survey using random sampling (Epi-Info, version 3.4.1, Centers for Disease Control and Prevention).  

Outcome measurements: The primary outcome measurements will be the maternal breast milk neutralization titers against selected rotaviral vaccine strains and levels of maternal breast milk rotavirus-specific immunoglobulin A (IgA). Predictor variables will include age and parity of mother from whom breast milk is collected, age of infant at time of breast milk collection, date of collection of specimen, relation of collection date to rotavirus season, location of collection (rural versus urban), and country of origin.

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 laboratory-based study will primarily be carried out at the Centers for Disease Control and Prevention Viral Gastroenteritis Laboratory in Atlanta, Georgia, the USA. Following specimen collection, samples will be stored at -70oC, batched and shipped to the CDC. Following transport, each specimen will be alloquated for assays and laboratory testing. The Viral Gastroenteritis Laboratory at the CDC in Atlanta, Georgia is internationally recognized for its facilities, equipment, and personnel. This laboratory is the optimal location for the conduction of the proposed assays. 

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.


A formal DSMP is not planned for this laboratory-based study involving anonymous collection of maternal breast milk specimens. This study does not involve an intervention and would be considered to involve less than minimal risk to participants. The external P.I. will frequently review and communicate with the country P.I’s to monitor study progress. 

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. 

Analysis of study data: The analyses performed in this pilot study will primarily be descriptive. and will be performed by the external P.I. Continuous variables (e.g., titers) will be summarized with standard descriptive statistics and represented graphically with displays including scatterplots, box plots, line plots, and histograms, while categorical variables will be described by frequency tables. Univariable analyses with measures of frequency, association, and tests of interaction will be performed. Multivariable analysis with modeling will be performed to adjust confounding variables (nutritional status, seasonality of rotavirus, HIV/AIDS status etc). A potential problem in the proposed analyses may be missing data. Every effort will be made to minimize missing data on outcomes and covariates. 

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.


This minimal risk study will be performed in human subjects as the objective is to understand the impact of human maternal breast milk on the immunogenicity of rotavirus vaccines. Specimens will be obtained anonymously from well lactating women. There is neither a direct individual risk nor benefit to participation in this study, however the information derived from the conduction of the study is expected to have a significant benefit to infants and others on the population level.

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.                                                                       
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       attenuated vaccine against severe rotavirus gastroenteritis. The New England journal of  

       medicine 2006 Jan 5;354(1):11-22.

3. Glass RI, Parashar UD, Bresee JS, et.al. Rotavirus vaccines: current prospects and future challenges. Lancet. 2006; Jul 22;368(9532):323-32

4. Glass RI, Stoll BJ, Wyatt RG, et. al. Observations questioning a protective role for breast-feeding in severe rotavirus diarrhea. Acta Paediatr Scand 1986; 75:713-8

5. Glass RI and Stoll BJ. The protective effect of human milk against diarrhea. Acta Pediatr Scand Suppl 1989 ; 351 :131-6
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 will be disseminated via the publication of a manuscript in a source with international readership (e.g. Lancet, Lancet Infectious Diseases, Clinical Infectious Diseases (CID), Journal of Infectious Diseases) Each country partner will contribute to the review of a manuscript for publication. This project is not specifically linked to a formal training programme linked to 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. 

This multinational proposed study will involve the participation of seven countries, Bangladesh, India, Vietnam, Korea, South Africa, Kenya, and the United States. Each country partner will contribute 30-50 maternal breast milk specimens collected anonymously from lactating women to the study. Laboratory testing of the specimens will be conducted at the Viral Gastroenteritis Laboratory at the Center for Disease Control and Prevention, Atlanta, Georgia, in the United States. Data analysis and project management will be coordinated by the external P.I. based in the Department of Pediatrics at the Emory University School of Medicine, Atlanta, Georgia, United States. 

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: K. Zaman
2    Present Position: Scientist and Epidemiologist
PhD- Johns Hopkins Bloomberg School of Public Health, USA

MPH- Johns Hopkins Bloomberg School of Public Health, USA 

MBBS- Rajshahi Medical College, Bangladesh

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

	2003-042
	June 2004
	Dec 2006
	10

	2006-44
	January 2007
	Jan 2009
	50

	2005-035
	March 2006
	Feb 2007
	20

	2006-011
	July 2006
	June 2009
	10


4.2.   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                               
	50

	b.   Peer reviewed articles and book chapters                                                               
	2

	c. Papers in conference proceedings
	80

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

	e. Working papers
	

	f. Monographs
	


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

 1)  Zaman K, Takeuchi H, Yunus M, Arifeen SE, Chowdhury HR, Baqui AH,  Wakai          
       S,  Iwata T. Asthma in rural Bangladeshi children. Ind J Pediatrics 2007;74: 539-    
       543.

2)  Zaman K, Yunus M,  Arifeen SE, Baqui AH, Sack DA, Hossain S,  Rahim Z,  Ali M, 
     Banu S,  Islam MA, Begum N, Begum V,  Breiman RF, Black RE. Prevalence of sputum 
     smear positive tuberculosis in a rural area in Bangladesh. Epidemiology and Infection 
      2006; 29:1-8. 
3) Zaman K,  Rahim Z, Yunus M,  Baqui AH, Srifeen SE, Sack DA, Hossain Shahed, Banu S, Islam Md Akramul, Ahmed Jalaluddin, Breiman RF, Black RE. Drug resistance of Mycobacterium tuberculosis in rural and urban areas in Bangladesh. Scand J Infect Dis 2005; 37: 21-26
4) Zaman K, Sack DA, Chakraborty JC, Yunus M, Baqui AH, Black RE. Children’s fluid intake during diarrhea: a comparison of questionnaire responses with  data from observations. Acta Paediatrica 2002; 91: 376-382.

5) Zaman K, Yunus M, Rahman A, Chowdhury HR, Sack DA. Efficacy of a packaged rice ORS among children with cholera and cholera like illness. Acta Paediatrica 2001; 90; 505-510.
6) Zaman K, Baqui AH, Yunus M, Sack RB, Bateman OM, Chowdhury HR, Black RE. Acute respiratory infections in children: a  community based longitudinal study in rural Bangladesh. J Trop Pediatrics 1997; 43:133-137.

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: Andi L. Shane, MD MPH

2    Present Position: Assistant Professor of Pediatrics, Division of Pediatric Infectious Diseases

· Masters of Science in Clinical Research (MSCR), Emory University Graduate School of Arts and Sciences, to be awarded May 2009

· Clinical fellowship in pediatric infectious diseases, University of California, San Francisco, California, 2003 – 6

· Epidemic Intelligence Service Officer, (EIS) fellowship in applied epidemiology, Centers for Disease Control and Prevention (CDC), Atlanta, Georgia, 2001-3

· Chief residency in pediatrics, Children’s Hospital at Montefiore, Albert Einstein College of Medicine, Bronx, New York, 2000 – 1

· Internship and residency in general pediatrics, Children’s Hospital at Montefiore, Albert Einstein College of Medicine, Bronx, New York, 1997 - 2000

· Doctor of Medicine, (MD), Louisiana State University School of Medicine in New Orleans, Louisiana, 1997

· Masters of Public Health, (MPH), Mailman School of Public Health, Columbia University, New York City, New York, 1992 

· Bachelor of Arts, (BA), College of Arts and Sciences, University of Pennsylvania, Philadelphia, Pennsylvania

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)

Centers for Disease Control and Prevention



FY2007-FY2009

Office of Antimicrobial Resistance




$25,000 direct/yr 1

Virtual Strategic Science program (VSSPU) 



$42,000 direct/yr 2

The burden of antimicrobial resistant neonatal sepsis 


$27,500 direct/yr 3

in the era of widespread intrapartum antibiotic use



Emory Mentored Clinical Ressearch Scholars Program 

1/8/07-30/5/09

NIH K12 Mentored Award





$126,563 direct/yr 1

Improving the Immunogenicity of Oral Rotavirus Vaccines

$129,460 direct/yr 2

Centers for Disease Control and Prevention



Pending

Emerging Infections Program grant to Tennessee Department

of Health and Vanderbilt University School of Medicine

Tennessee Unexplained Encephalitis Project (TUES)

Multicenter Clinical Study

NIH Division of Microbiology and Infectious Diseases Collaborative
Pending
Antiviral Study Group (CASG)

A Phase III randomized, placebo-controlled, blinded investigation 


of six weeks versus six months of oral valganciclovir therapy


in infants with symptomatic congenital cytomegalovirus infection

Multicenter Clinical Study

4.3. As Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	NIH K-12
	01/07/07
	30/06/09
	75%

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.4. As Co-Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	CDC AMR
	FY 2007
	FY 2009
	15%

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


4.5.   As Co-Investigator  


	Protocol Number
	Starting date
	End date
	Percentage of time

	CDC TUES
	pending
	pending
	2.5%

	CASG CMV
	pending
	pending
	2.5%

	     
	     
	     
	     

	     
	     
	     
	     


5   Publications 
	Types of publications
	Numbers

	g. Original scientific papers in peer-review journals                               
	6

	h.   Peer reviewed articles and book chapters                                                               
	2

	i. Papers in conference proceedings
	10

	j. Letters, editorials, annotations, and abstracts in peer-reviewed journals  
	10

	k. Working papers
	2

	l. Monographs
	     


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

      1) Shane AL, Roehls TH, Goldoft M, Herikstad H, Hedberg C, Angulo F. “Foodborne Disease in Our Global Village: a Multinational Investigation of an Outbreak of Salmonella serotype Enteritidis Phage Type 4 (SE PT4) Infection in Puerto Vallarta, Mexico”, International Journal of Infectious Diseases 2002; 6(2): 98-102


2) Dewan PK, Fry AM, Laserson K, Tierney BD, Quinn CP, Hayslett JA, Broyles LN, Shane AL, et.al. Inhalational anthrax outbreak among postal workers, Washington, D.C., 2001. Emerging Infectious Diseases, Oct. 2002

3) A Shane, N Tucker, J Crump, E Mintz, J Painter: “Sharing Shigella: Risk factors of a multi-community outbreak of Shigella sonnei, Ohio 2001, Archives of Pediatric and Adolescent Medicine,  2003;157:601-3.


4) Keet CA, Fox CK, Margeta M, Marco E, Shane AL, DeArmond SJ, Strober JB, Miller SP. Infant botulism, type F, presenting at 54 hours of life. Pediatric Neurology 2005; 32:193-196.


5) Cabana MD, Shane A, Chao C, Oliva-Hemker M.  "Probiotics in primary care pediatrics”, Clinical Pediatrics 2006; 45: 405-410.

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:
Stephen Luby

2.  Present position:  Head, Programme on Infectious Diseases and Vaccine Sciences
3.    Educational  background:

       (last degree and diploma & training

          relevant to the present research proposal)

University of Texas  Southwestern Medical School at Dallas 

     MD 1986 

University of Rochester  Strong Memorial Hospital 

     Internship and residency in Internal Medicine. 

Centers for Disease Control -- Epidemic Intelligence Service 1990

     Completed Preventive Medicine Residency 1993

4.
List of ongoing research protocols  

(start and end dates; and percentage of time)

4.6.   As Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	2005-026
	1 Oct 2005
	31 Dec 2007
	5

	2006-043
	1 Nov 2006
	31 July 2007
	5

	2003-024
	1 Sep 2003
	31 Dec 2007
	5

	2007-003
	1 Feb 2007
	12 Dec 2008
	3

	2007-002
	March 2007
	Sep 2009
	5

	2007-010
	June 2007
	Sep 2008
	3

	2007-030
	Sep 2007
	Sep 2008
	5

	
	
	
	

	
	
	
	

	
	
	
	


4.7. As Co-Principal Investigator

	Protocol Number
	Starting date
	End date
	Percentage of time

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


5.  Publications:

	Types of publications
	Numbers

	a)   Original scientific papers in peer-review journals                               
	113

	b)   Peer reviewed articles and book chapters                                                               
	9

	c)   Papers in conference proceedings
	1

	c)  Letters, editorials, annotations, and abstracts in peer-reviewed               journals  
	3

	c) Working papers
	0

	b)  Monographs
	0


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

        1)
Luby S, Carmichael S, Shaw G, Gamble W, Jones J. A nosocomial outbreak of Mycobacterium tuberculosis from an unrecognized case. The Journal of  Family Practice.  June 1994, 39(1):21-25.

        2)  
Siddiqui R, Luby S. Discitis following surgery for prolapsed intervertebral discs at a hospital in Pakistan. Infection Control and Hospital Epidemiology. 1998, 19(7):526-529.

        3) 
 Altaf A, Luby S, Ahmed AJ, Zaidi NA, Khan AJ, Mirza S, McCormick J, Fisher-Hoch S. Outbreak of Crimean-Congo haemorrhagic fever in Quetta, Pakistan: Contact tracing and risk assessment.  Tropical Medicine and International Health.  1998, (11):878 82.

        4)   Luby S, Zaidi N, Rehman S, Northrup R. Improving private practitioner sick-child case management in two urban communities in Pakistan. Tropical Medicine & International Health. 2002 March; 7(3):210-219.

        5)   Luby SP, Agboatwalla M, Feikin DR, Painter J, Billhimer W, Altaf A, Hoekstra RM.  Effect of handwashing on child health: a randomised controlled trial.  Lancet. July 15, 2005; 366:225-33.

BUDGET DETAILS
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	 PROJECT TITLE: Breast milk neutralization activity of Rotavirus 
	
	
	
	
	
	

	 PI: Dr. K. Zaman 
	
	
	
	
	
	

	
	
	
	
	Total study period: 3 month  
	
	

	
	
	
	
	
	
	
	
	

	 SALARY 
	Job title
	Pay
	# of
	% of
	Monthly
	Year 1
	
	

	 Position 
	
	Level
	Staff
	effort
	Rate
	
	Sub-total
	

	
	
	
	
	
	
	
	
	

	 Dr. K. Zaman, PI 
	Epidemiologist
	P4
	1
	10%
	           -   
	                -   
	                 -   
	

	 Dr. Steve Luby 
	Epidemiologist
	
	1
	5%
	           -   
	                -   
	 - 
	

	 Dr. Md. Yunus, Co Investigator 
	Sr. Scientist/Head Matlab
	P4
	1
	5%
	           -   
	                -   
	                 -   
	

	 Dr.  Firdausi    Qadri, Co   

 Investigator 
	Sr. Scientist
	P5
	1
	5%
	           -   
	                -   
	                 -   
	

	 Dr. Tasnim Azim, Co Investigator 
	Virologist
	P4
	1
	5%
	           -   
	                -   
	 - 
	

	 TBN 
	Field Research Assistant
	GS3
	1
	100%
	         355 
	1,065 
	1,065 
	

	
	
	SUB-TOTAL:
	
	
	1,065 
	1,065 
	

	 TRAVEL COSTS 
	
	
	
	
	
	
	
	

	 Local transportation cost 
	
	
	
	
	
	1,000 
	1,000 
	

	
	
	SUB-TOTAL:
	
	
	1,000 
	1,000 
	

	
	
	
	
	
	
	
	
	

	 SUPPLIES & OTHER COSTS 
	
	
	
	
	
	
	
	

	 Office & field supplies 
	
	
	
	
	
	             750 
	750 
	

	 Lab Supplies 
	
	
	
	
	
	             500 
	500 
	

	 Shipment cost 
	
	
	
	
	
	          3,000 
	3,000 
	

	
	
	SUB-TOTAL
	
	
	4,250 
	4,250 
	

	 TOTAL COST 
	
	
	
	
	
	6,315 
	6,315 
	

	
	
	
	
	
	
	
	
	

	 Indirect cots (32%) 
	
	
	
	
	
	          2,021 
	           2,021 
	

	 GRAND TOTAL COST 
	
	
	
	
	
	8,336 
	8,336 
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


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.

The salaries of the investigators have been covered by another ongoing rotavirus vaccine study. 

Transport cost- Transport cost for filed work, supervise data collection, cost for bringing samples from the field to Matlab and cost for travel between Dhaka and Matlab etc.

Shipment cost- Cost of shipment of samples to the USA.

Other Support

Describe sources, amount, duration, and grant number of all other research funding currently granted to PI or under consideration. 
     
International Centre for Diarrhoeal Disease Research, Bangladesh

                                   Voluntary Consent Form


Title of the Research Project: Levels of neutralization activity of maternal breast milk to rotaviral vaccine strains: A comparative study            


Principal Investigator: K. Zaman

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.


	ID Code


Please ask any questions you may have about this study and the information given below. You will be given an opportunity to ask questions, and your questions will be answered. 

Introduction & Purpose: The International Centre for Diarrhoeal Disease  Research, Bangladesh (ICDDR,B) in collaboration with Emory University School of Medicine and Centers for Disease Control and Prevention is doing a research study to learn more about the role of maternal breast milk consumption on the immunogenicity of the oral rotavirus vaccines. We are asking you to be in this study because you are included in the enrollment criteria of lactating mothers with infants between 6 and 24 weeks.

Procedures: If you agree to be part of this study, we will need only 10 minutes of your time today. We will ask you a few questions and you may refuse to answer any questions you do not want to answer. We will also collect a 5-10 ml breast milk sample from you. We will measure Rotavirus-specific neutralizing antibody in breast milk specimens.  However, those tests will take much longer to analysis and won’t be available to inform you at the study period and the result of the test will not be provided to you.
Risks or Discomforts: Risks to you from participation in this study are minimal. An expert female health assistant will collect 5-10 ml of breast milk specimen from you. This will be uncomfortable, but will cause no harm and is a safe procedure. 

Benefits: Testing for rotavirus antibody titre will not affect your health today. However the information derived from the conduction of the study is expected to have a significant benefit to infants and others on the population level.

Confidentiality: We will keep what we talk about today and your test results confidential. To protect your privacy, we will keep the records and the sample under a code number rather than by your name. Only study staff will be allowed to look at your questionnaire and test results. The code that links a study number to your name will be kept by study staff in locked files. Your name or other facts that might point to you will not appear when we talk about this study or publish its results.  

Cost/Payment: There is no cost, nor payment, for participation in this study.

Right to Refuse: You are free to join the study or not and will receive the same care regardless of your decision. If you decide to join the study, you are also free to change your mind at any time for any reason. 

Persons to Contact: If you have questions during the procedure, ask at any time. 

If you have any additional questions about the study you may contact:

K. Zaman

Scientist & Epidemiologist
Child Health Unit                                                      

ICDDR,B 

Mohakhali, Dhaka 1212, Bangladesh 

kzaman@icddrb.org
Phone: 8860523-32 # 3806;  01713047100 

If you have questions about your rights in regard to being part of this research study or if you think some harm has been done to you because of the study you may contact:

Md. Salam Khan

Manager

Research and Project Support Department (RPSD)

ICDDR,B

Mohakhali, Dhaka 1212.

Phone: 8860523-32 # 3206

If you agree to participate in the study, please sign or give your thumb impression at the space indicated below.

Signature of Interviewer                                                                       Signature/thumb impression of Mother

Date:                                                                                                      Date:

Voluntary Consent Form (Bangla) 

gv‡qi ey‡Ki `y†ai †ivUvfvBivm wUKv-‡K wbw®ŒqKiY gvÎv wbb©q: GKwU Zzjbvg~jK ÷vwW

AewnZ m¤§wZcÎ

cÖavb M‡elK: Wv: †K Rvgvb
	cwiwPwZ ms‡KZ


GB M‡elYv Ges bx‡P cÖ`Ë Z_¨ m¤ú©‡K Avcbvi †Kvb cÖkœ _vK‡j wbwØ©avq Ki‡Z cv‡ib| Avcbv‡K my‡hvM †`Iqv n‡e cÖkœ wRÁvmv Kivi Rb¨ Ges Avcbvi cÖ‡kœi DËi †`Iqvi Rb¨ Avgiv mva¨gZ †Póv Kie| 

f‚wgKv I D‡Ïk¨t

evsjv‡`‡ki Avš—©RvwZK Wvqwiqv M‡elYv †K›`ª (AvB wm wW wW Avi,we) Ggwi BDwbfvwm©wU ¯‹zj Ad †gwWwmb Ges †m›Uvi di wWwRR Kb‡Uªvj GÛ wcÖ‡fbkb Gi mn‡hvwMZvq †ivUvfvBiv‡mi wUKvi †ivM cÖwZ‡iva¶gZvi Dci gv‡qi ey‡Ki `y†ai f~wgKv m¤ú‡©K †ekx K‡i Rvb‡Z M‡elYv Ki‡Q| Avgiv Avcbv‡K GB M‡elYvq Aš�f©~³ Kivi Rb¨ AvnŸvb KiwQ KviY hv‡`i 6 n‡Z 24 mßvn eqmx `ya ‡mebKvix ev”Pv Av‡Q †mme gv‡qivB GB ÷vwW‡Z Aš�f©~³ n‡eb|

c×wZt

Avcwb hw` GB M‡elYvq AskMÖnY Ki‡Z ivRx nb Zvn‡j AvR Avgiv 10 wgt mgq †be| Avgiv Avcbv‡K wKQy cÖkœ Kie Ges Avcwb B”Qv Ki‡j †h †Kvb cÖ‡kœi DËi bvI w`‡Z cv‡ib| GQvov Avgiv Avcbvi †_‡K 5-10 wg.wj ey‡Ki `y†ai bgybv msMÖn Kie| ey‡Ki `y†ai bgybvwU †_‡K Avgiv †ivUvfvBivm cÖwZ‡iv‡ai gvÎv wbY©q Kie| GB cix¶v¸‡jv A‡bK mgq wb‡e Ges óvwW PjvKvjxY mg‡q Gi djvdj cvIqv hv‡e bv Ges cix¶vi djvdj Avcbv‡K †`Iqv n‡e bv| 

SzuwK/A¯^w¯— t

GB M‡elYvq AskMÖn‡Y Avcbvi SzuwK mvgvb¨| GKRb `¶ gwnjv †nj_ Gwmm‡U›U Avcbvi †_‡K 5-10 wg.wj ey‡Ki `y†ai bgybv msMÖn Ki‡eb | GwU wKQzUv A¯^w¯—Ki, Z‡e Av‡`Š †Kvb ¶wZ n‡e bv Ges GwU GKwU wbivc` c×wZ| 

myweav t

†ivUvfvBivm cÖwZ‡iv‡ai gvÎv wbY©q Kivi Rb¨ Avgiv †h we‡kl cix¶v Kie Zv AvR‡K Avcbvi ¯^v‡¯’¨ mvnvh¨ Ki‡e bv| Z_vwc bZyb GB M‡elYvi djvdj fwel¨‡Z ev”Pv‡`i Ges Ab¨ Rb‡Mvôxi ¸i“Z¡c~Y© Ae`vb ivL‡Z cv‡i| 

†MvcbxqZv t

Avcbvi †`Iqv mg¯— Z_¨ I cix¶v-wbix¶vi djvdj †Mvcb ivLv n‡e| †MvcbxqZv i¶vi Rb¨ Avcbvi bv‡gi cwie‡Z©  ms‡KZ  msL¨v emv‡bv n‡e| ïaygvÎ M‡elYvi Kv‡R wb‡qvwRZ e¨w³eM© Avcbvi †`Iqv Z_¨mg~n Ges cix¶vi djvdj †`L‡Z cvi‡e|  ms‡KZ  msL¨v hv Avcbvi bv‡gi cwie‡Z© e¨envi Kiv n‡e Zv dvBjew›` K‡i ivLv n‡e| M‡elYv wel‡q Av‡jvPbv wKsev M‡elYvi djvdj cÖKv‡ki mgq Avcbvi bvg ev Ab¨ †Kvb Z_¨ hv Avcbv‡K  wPwýZ Ki‡Z cv‡i †m e¨cv‡i †Kvb wKQz _vK‡e bv|

LiP/wdm cÖ`vbt

M‡elYvq AskMÖn‡Yi Rb¨ Avcbv‡K †Kvb g~j¨ cwi‡kva Ki‡Z n‡e bv Ges Avcbv‡KI †Kvb A_© cÖ`vb Kiv n‡e bv|

A¯^xK…wZ/M‡elYv †_‡K wb‡R‡K ev` †`Iqvi AwaKvit

Avcwb M‡elYvq AskMÖn‡Y m¤§wZ w`‡Z cv‡ib A_ev bvI cv‡ib| G‡Z Avcbvi wPwKrmvi †Kvbiƒc ZviZg¨ n‡e bv| Avcwb M‡elYvq AskMÖn‡Y m¤§wZ w`‡q cieZ©x‡Z Avcbvi wm×vš— cwieZ©b Ki‡Z cv‡ib Ges †Kvb Kvi‡Y †h †Kvb mgq M‡elYv †_‡K wb‡R‡K ev` w`‡Z cv‡ib| 

†hvMv‡hv‡Mi e¨w³eM©t

cÖwµqvPjvKvwjb mg‡q Avcbvi hw` †Kvb cÖkœ _v‡K, Avcwb †h ‡Kvb mgq Zv Rvb‡Z PvB‡Z cv‡ib|  

Avcbvi Av‡iv wKQy Rvbvi _vK‡j Avcwb wbæwjwLZ e¨w³i mv‡_ †hvMv‡hvM Ki‡Z cv‡ib:

‡K Rvgvb

mvBbwU÷ Ges Gwc‡WwgIjwR÷

PvBì †nj_ BDwbU

AvB wm wW wW Avi, we

gnvLvjx, XvKv 1212

B-‡gBj: kzaman@icddrb.org

†Uwj‡dvbt 8860523-32 # 3806; 01713-047100

M‡elYvq Aš�f©~³ e¨w³ wnmv‡e AwaKvi msµvš— wel‡q Avcbvi hw` †Kvb cÖkœ _v‡K A_ev M‡elYvq AskMÖn‡Yi Kvi‡Y Avcbvi †Kvb ¶wZ Kiv n‡q‡Q e‡j g‡b K‡ib - †m †¶‡Î Avcwb wbæwjwLZ e¨w³i mv‡_ †hvMv‡hvM Ki‡Z cv‡ib|


‡gvnv¤§` mvjvg Lvb


g¨v‡bRvi


wimvP© GÛ †cÖv‡R± mv‡cvU© wWcvU©‡g›U


AvB wm wW wW Avi, we


gnvLvjx, XvKv 1212

†Uwj‡dvbt 8860523-32 ewa©Z 3206 

M‡elYvq AskMÖn‡Yi m¤§wZt

Avcwb hw` M‡elYvq AskMÖn‡Y ivRx _v‡Kb, AbyMÖn K‡i bx‡P Avcbvi ¯^v¶i ev e„×v½ywji Qvc w`b|

__________________




_________________________

 M‡elK/cÖwZwbwai ¯^v¶i

                                    gv‡qi ¯^v¶i/e„×v½ywji Qvc

ZvwiL _____________




ZvwiL _____________

Questionnaire

Study Name: Levels of neutralization activity of maternal breast milk to rotavirus vaccine strain: A comparative study  

ICDDR,B: Protocol # 2008-12
Principal Investigator: Dr. K. Zaman

Mother’s ID Number 
_______________


Date of the visit
|__|__|__|__|__|__|

Mother’s  Age ______ years      Height |__|__|__|.|__|  cm       Weight   |__|__|__|.|__| kg

Illness history of mother

Any illness reported by the mother                   No |__|                Yes
 |__|

If yes type of illness----------------------------------------

Infant’s Information

Date of birth of the infant (DOB) |__|__|__|__|__|__|                      Gender M/F

Was the infant considered premature at birth?  If yes, what was the gestational age?  _________ weeks 
Birth weight  |__|__|__|.|__| kg     Length at birth |__|__|__|.|__|  cm   

Height    |__|__|__|.|__|  cm                          Weight   |__|__|__|.|__| kg 

Breast feeding status 

Exclusive |__|
             Partial |__|
         Non-Breastfeed |__|

Frequency of breast feeding    ________ /day       Duration of breast feeding         _____/feed

General Medical History of the Infant

Any illness reported by mother-----------------------------------------------------------------

Household Composition 
Number of persons in the household    
|__|__|

Education of mother (in years)
|__|__|

Education of father (in years)
|__|__|

Average household income per month    (in taka) 
|__|__|__|__|__|

Average household expenditure per month    (in taka) 
|__|__|__|__|__|

Number of living rooms
|__|__|   

Does the family own house? (no=1, yes = 2)     
|__|

Does the family own land?  (no=1, yes = 2)       
|__|

Amount of land (in decimal)

                   Housing          |__|__|__|

                   Cultivable       |__|__|__|

Type of household 

Type of walls       |__|

(straw = 1, jute stick = 2, bamboo= 3, tin = 4, brick = 5, others= 6)

Type of roof           |__|

(straw = 1, jute stick = 2, bamboo= 3, tin = 4, brick = 5, others= 6)

Type of floor          |__|

(mud =1, cement =2,  others =3)

Water source

(river = 1, canal = 2, pond = 3, tube well = 4, tap water=5, others = 6)

Drinking

|__|

Washing

|__|

Cooking

|__|

Bathing

|__|

Tube well in the courtyard (no =1, yes=2)           |__|

Type of latrine                  

              |__|

(dug hole = 1, water-seal = 2, sanitary = 3, others = 4)

Animal in the household (no=1, yes=2)

Cow |__| Goat |__| Dog |__| Cat |__| Chicken |__| Duck |__|    

Breast milk collection

Has breast milk collected                   No |__|                Yes
 |__|
Date and time of collection   dd/mm/yr  |__|__|__|__|__|__| hr |__|__|__|__|
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