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  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): Mr. Ali Ashraf


	Research Protocol Title:     Cause-specific deaths among neonates and post neonates: a sketch from two rural spots in Bangladesh   

	Total Budget US $: Not applicable              Beginning Date: 08/06/2008              Ending Date: 25/02/2010

	Infant mortality is the sum of neonatal (death from the time of birth up to 28 days) and post neonatal mortality (deaths during one month to one year of age). Since the factors influencing the patterns of these two types of mortality are different, it is important to measure the relative contribution of each of this component to the total sum. This study will observe and analyze the cause specific mortality trends in the post neonatal and the neonatal period and also look at the determinants of this mortality trends. This is a secondary data analysis and data from the two demographic surveillance sites of the International Centre for Diarrhoeal Disease Research, Bangladesh (ICDDR,B) in two of its rural field sites, namely Mirsarai and Abhoynagar will be used for this purpose.
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Description of the Research Project
Hypothesis to be tested:


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


We hypothesize that, compared to reductions in under-five deaths, there hasn’t been significant changes in the trends of deaths among neonates and infants in their post-neonatal period, and that the risk-factors and causes of deaths are different in these two age groups  
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.


The specific aims of this study are to:

i. Observe the trends of neonatal and post neonatal cause specific mortality pattern;

ii. Identify and compare the factors affecting neonatal and post neonatal cause specific mortality in two rural areas of Bangladesh; and

iii. Compare the interrelationship of the factors affecting the neonatal and post neonatal cause specific mortality 

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.


Infant mortality refers to deaths of children younger than one year, and is measured by the infant mortality rate (IMR). The survival of infants in their first year of life is commonly viewed as an indicator of general health and wellbeing of a population. In Bangladesh, IMR is very high and, in fact, this is the most important contributor to under-five deaths accounting for 40% of the crude death rate. (1, 2) 
There are two major components of IMR- neonatal and post neonatal. Neonatal deaths include only those occurring within the first 28 days of life of a newborn and post-neonatal deaths are those that occur in the remainder of the first year of life (deaths after 28 days of life but before completion of one year). The causes and determinants of these two types of mortality are different, and thus it is important to determine relative contributions of each type to develop strategies for their prevention and management. 

Globally, 4 million children die during the first four weeks of life each year (3) Neonatal deaths generally result from complications of preterm birth, asphyxia or trauma during birth, severe congenital malformations, infections or other peri-natal causes. Among known causes untreated or poorly treated maternal complications, inadequate neonatal care, and harmful home care practices, such as discarding of colostrums, pre-lacteal feeds, the application of unclean substances to the umbilical-cord stump, and the failure to keep babies warm are important. It is often difficult to manage neonates during the critical, first 24 hours after birth without professional care, which still remains the most effective way of addressing high neonatal mortality (4). Post-neonatal mortality, on the other hand, tends to be dominated by infectious diseases and their sequelae, particularly pneumonia, diarrhoeal diseases, and nutritional deficiencies. (5) Such deaths are most sensitive to improved health care, while the neonatal deaths are more difficult to alter (6)

In the second half of the previous century, infant mortality rates (IMR) have declined in many lesser-developed countries. (7,8) Nevertheless, high IMR continues to be an important problem in many regions of the world. (9,10). International literature indicates that most of the reduction in IMR is attributable to advances in the health status of post neonatal infants, as well as to improvements in sanitary conditions and greater access to general health care programmes. (11) Among the health care strategies that have had the greatest impact on IMR are: early (within an hour of delivery) initiation of breastfeeding (colostrum feeding), exclusive breast-feeding during first six month of life, vaccination against common childhood illnesses, and wide availability of oral rehydration therapy. (12,13) On the other hand, reductions in NMR have been more difficult, and this is due to the involvement of more complex factors, including genetic defects, low birth weight, and lack of access to modern obstetric services (14,15). When looked at the cause of death, the patterns and cause of death varies from neonatal and post neonatal period.

A study conducted on the data on infant deaths came from yearly tabulations (1980 to 1990) published by the Mexican government revealed that the reduction in infant mortality in Mexico during the 1980’s was due to declining post neonatal mortality while neonatal mortality rates remain almost unchanged. (16) This article also analysed the time-trends and causes of infant, neonatal, and post-neonatal mortality in Mexico during the 1980’s. 

That gender bias is an important factor has been documented in an interesting survey in the northern and north central regions of India among children of illiterate and poor women, revealed that there was a significant difference in mortality between boys and girls whereas in the southern region, for educated women and women of richer households, development indicators such as education, economic conditions and exposure to mass media tended to have a dampening effect on gender bias. (17) 

A study by Muhuri and Preston (1991) in Matlab, rural Bangladesh, proceeded with the hypothesis that a large number child of a particular sex in a family is particularly associated with higher mortality rates among children of that sex, suggesting that some discrimination for higher birth order sons. (18). Poverty was found to have relatively smaller effects compared to the powerful effects of female literacy on child survival and gender bias. Contrary to their expectations, Muhuri and Preston found somewhat lower female child mortality among poorer families in Bangladesh
An examination of maternal and child health and family planning data at Matlab and comparison areas in rural Bangladesh regarding the utilization of health services prior to the death of infants confirmed that during both neonatal and post neonatal periods, health practitioners were consulted more often for male infants than the females. (19) Additionally, for the male infants, treatment was sought from relatively better-qualified practitioners. In the same study, low birth weight (listed as pre-maturity and small for dates) was found to be the leading cause of mortality, contributing approx 39% and 22% of deaths respectively. Several maternal factors such as nutritional status, age, birth spacing, infections, anaemia, lack of antenatal care platy an influential role to determine 

the birth weight of the newborn.

A study in Matlab observed that at pregnancy termination, 74% of the women were below 43 kg with 24% weighing less than 38 kg (20) Another study indicated that the mean weight of rural women at pregnancy termination were 43.2 and 41.8 kg for those of high and low socio-economic status respectively (21). Data from the national survey from rural Bangladesh (1975-76) indicated that 70% of women in the reproductive age were anaemic, and that pregnant women in rural Bangladesh virtually receive no antenatal care apart from tetanus immunization and they delivered mostly with assistance from untrained birth attendants. (22) 
A study done in Matlab, in rural Bangladesh  (23) provided conclusive evidence for higher female than male mortality shortly after birth and higher deaths among males during the neonatal period and female mortality exceeding that of male by as much as 50 percent. Parental son preference in childcare, intra-family food distribution and treatment of children favouring male children are possible causes of such contrasting childhood mortality by sex. In the same study, cause of deaths during infancy was analysed and it was found that tetanus, diarrhoeal diseases, respiratory diseases and measles were the few important causes of death 

A Malaysian study examined the direct and indirect association between mortality in the neonatal and post neonatal period with socio-economic and intermediate determinants. (24) In the neonatal period there were unexplained associations between mortality level and the temporal and regional (state) factors, as well as with ethnicity and maternal education. In the post neonatal period, the associations between mortality level and ethnicity, state and place of residence could be explained by the other factors; however, a direct association between mortality and maternal education and temporal factors still persisted. Moreover, in the neonatal period, prematurity was found to be the important intermediate factor. Other factors included preceding birth interval, source of drinking water and sex. In the post neonatal period preceding birth interval, type of toilet and sex are three important intermediate factors.

In our study, we wish to examine the levels and trends in neonatal and post neonatal mortalities and some of their contributing factors in two rural sites of Bangladesh using the dataset of ICDDR, B’s demographic surveillance sites. This will take into account in their variations according to the cause specific mortal

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.  

This study involves secondary analysis of datasets that are available for two demographic surveillance sites of the International Centre for Diarrhoeal Disease Research, Bangladesh (ICDDR, B) in two of its rural field sites, namely Mirsarai and Abhoynagar. The surveillance system collected data on causes of death, and additionally the background factors associated with deaths. We would examine the data quality and the magnitude of the neonatal and post neonatal mortality over years and contributing factors associated with high mortality risks 



Sample Size Calculation and Outcome Variable(s)


There is no need to mention the sample size in this part as this is a secondary analysis and the surveillance system collected data will be used for  this purpose. A period of 10 years starting from the 1997 till 2007 will be considered as the observational period and all the samples taken during that period aged from 0 to 1 years of age will be included in the study.

We will look at some of the following variables. For the neonatal mortality,variables like age at death , sex of the newborn,total live birth of the mother,educational qualification of the mother/respondent ,pregnancy history of the mother( duration,complications,mode and place of delivery,type of delivery attendant),breast feeding  histoy of the newborn,use of healthcare,undrlying cause of death . For the post neonatal mortality, age at death,sex of the child, educational qualification of the mother/respondent ,history of immunization,,use of health care,symptoms during terminal illness,visit health centres,  underlying cause of death are important . 

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.  


     
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. 

According to the specific aim of the study, I will examine the levels, trends and patterns of neonatal and post neonatal cause specific mortality by looking at some of the outcome variables named ‘Age at death’, ‘Sex of the child’, and  ‘Underlying cause of death’. Again, to identify and compare the background factors affecting neonatal mortality I will consider the variables like pregnancy history of the mother in terms of duration, mode and place of delivery and any complication during delivery, use of health care for treating the newborn whereas in case of analyzing factors affecting post neonatal mortality, the variables will be used are educational qualification of the mother, immunization history, ‘use of health care centre’,

Regarding analysing mortality trends and patterns I will use chi square tests for trends and to analyse the factors affecting both the types of mortality, I will use multinominal logistic regression technique. The data will be analyzed using SPSS software. 

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.


There is no ethical concern involved in this study. The result of the study will be presented as a group without mentioning names of the participants
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.
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Dissemination and Use of Findings


Describe explicitly the plans for disseminating the accomplished results. Describe what type of publication is anticipated: working papers, internal (institutional) publication, international publications, international conferences and agencies, workshops etc. Mention if the project is linked to the Government of the People’s Republic of Bangladesh through a training programme.


The results of this study will be primarily used for research thesis of Dr. Shayema Khorshed who is studying her masters in Epidemiology at the Australian National University, Canberra, Australia. Data will also be shared with the ICDDR, B scientist at CSF, and published in international, peer-reviewed journals. Finally, if the results identify intervention that are likely to contribute to reductions in the infants mortality that would be disseminated to health planners in the public sector and private sectors in 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 secondary data analysis is for supporting research thesis of a ICDDR,B staff currently studying at the Australian National University in Canberra, Australia and the protocol has been developed in consultation and inputs from the supervisors of the student who are also Co-PI and co-investigator of this study. This study also involves collaboration between HSID and CSD of ICDDR, B

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)

4.1. 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:      
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)

4.4. 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

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


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 
	     

	h.   Peer reviewed articles and book chapters 
	     

	i. Papers in conference proceedings
	     

	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)
     
        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)            

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.

There is no need of budget justification as it is a secondary analysis. 

Other Support

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

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                                                                          




INFORMATION TO INCLUDE IN ABSTRACT SUMMARY


The Committee will not consider any application, which does not include an abstract summary. The abstract should summarize the purpose of the study, the methods and procedures to be used, by addressing each of the following items. If an item is not applicable, please note accordingly:

1. Describe the requirements for a subject population and explain the rationale for using in this population special groups such as children, or groups whose ability to give voluntary informed consents may be in question.

2. Describe and assess any potential risks – physical, psychological, social, legal or other – and assess the likelihood and seriousness of such risks. If methods of research create potential risks, describe other methods, if any, that were considered and why they will not be used.

3. Describe procedures for protecting against or minimizing potential risks and an assessment of their likely effectiveness.

4. Include a description of the methods for safeguarding confidentiality or protecting anonymity.

5. When there are potential risks to the subject, or the privacy of the individual may be involved, the investigator is required to obtain a signed informed consent statement from the subject. For minors, informed consent must be obtained from the authorized legal guardian or parents of the subject. Describe consent procedures to be followed including how and where informed consent will be obtained.

a) If signed consent will not be obtained, explain why this requirement should be waived and provide an alternative procedure.

b) If information is to be withheld from a subject, justify this course of action.

c) If there is a potential risk to the subject or privacy of the individual is involved in any particular procedure include a statement in the consent form stating whether or not compensation and/or treatment will be available.

6. If study involves an interview, describe where and in what context the interview will take place. State approximate length of time required for the interview.

7. Assess the potential benefits to be gained by the individual subject as well as the benefits which may accrue to society in general as a result of the planned work. Indicate how the benefits outweigh the risks.

8. State if the activity requires the use of records (hospital, medical, birth, death or other), organs, tissues, body fluids, the fetus or the abortus.

The statement to the subject should include information specified in item 2,3,4,5(c) 

 and 7 as well as indicating the approximate time required for participation in the activity.

FORMAT FOR CONSENT FORM

	The principles of informed consent and voluntary participation are cardinal elements to be observed throughout the research experiments, including its aftermath and applied use so that the research subjects are continually kept informed of any and all developments in so far as they affect them and others. However, without undermining the cardinal importance of obtaining informed consent in any way, from any human subjects involved in any research, the nature and form of the consent and the evidentiary requirements to prove that such consent was taken, shall depend upon the degree and seriousness of the invasiveness into the concerned subject’s person and privacy, health and life generally, and the overall purpose and importance of the research. Consent for participation in research is voluntary and informed only if it is given without any direct/indirect coercion and inducement, and is based on adequate briefing given to the participants about the details of the project. Keeping these principles, the following outlines are provided for designing the consent form.


Protocol Number:  ____________________________________________________________

Protocol Title:   _______________________________________________________________

                                   _______________________________________________________________

Investigator’s name: ___________________________________________________________ 

Organization: __________________________________________________________

Purpose of the research

[Example: You are suffering from diarrhoea, which we suspect to be cholera. We do not know why some cholera patients develop muscle cramps and tetany, and others do not. To determine its cause, we are conducting a study at this hospital that requires enrollment of 60 children and 6 adults with cholera. With the exception of closer observation by the research team and the standard treatment of this hospital, you may not receive any other benefit from your participation in this study; however, the results of this study would improve our knowledge, and thus, may improve management of patients with cholera in future]

Why selected 

[Example: Since you are suspected to have cholera, we are inviting you to help us by participating in this study]

What is expected from the patients/respondent?

[Example: If you agree to our proposal of enrolling you in the study:

· We would admit you/your patient to the research ward of this hospital, arrange for you/your patient’s appropriate treatment, and keep you/your patient admitted until resolution of diarrhoea. We would ask you/your patient to visit the hospital 14 day after discharge for follow-up evaluation (if applicable).

· We would ask you some questions related to you/your patient’s illness, and perform you/ your patient’s physical examinations on each day of hospitalization, and also at the follow up visit 14 days after discharge.

· To correctly diagnose whether you/your patient are/is suffering from cholera, we would collect a sample or a specimen from you/your patient’s rectum using a cotton-tipped thin stick on enrolment to the study. We will also collect 5.0 ml (aprox. one teaspoonful) of blood, from a vein on your arm on each of the following times: within first 28 hours of admission, on the 4th day of hospitalization, and at the time of discharge. The blood samples will be used for determining the concentration of various electrolytes and minerals in your blood at these time points. 

We affirm that the blood samples will not be used for any other purpose.

NOTE:

· Collection of study samples from private parts (excluding minors under the age 3 years) should only be done by a person of the same gender. 

· If the data collection from the participant(s) is done in more than one sitting or contact, and  there is a long time period between the sittings/contacts, informed consent should be sought for each of those times.

· In case of research with children (below the age of eighteen years), consent should be sought from the parents/legal guardians, and assent of children aged 8 years or more should also be sought; where the parents/guardians’ consent to participate but children decline, wish of the children under such circumstances should be respected. 

· A parent or legal guardian who gives permission for a child to participate in research should be given the opportunity to observe the research as it proceeds. 

· Efforts should be made not to recruit individuals who by reason of mental or behavioural disorders are not capable of giving adequately informed consent. Guardians may give consent for individuals with temporary disability. However, once the patients are able to provide consent, the form should be applied for their consent. 

Risk and benefits

[Examples: The possible, anticipated, and potential benefits and/or risks (direct/indirect, immediate/ long-term, social/physical/psychological); procedures to be followed to avoid or minimize such risks; and treatment of such events should be mentioned. For examples, other than momentary, mild pain during insertion of the canula, small change of temporary discoloration of surrounding skin, you/your patient will not cause any other harm to you/your patient. We would take all precautions to prevent these problems, and use of sterile, disposable syringes and needles. In the event you/your patient develop(s) any of these problems despite our preventive efforts, we would provide adequate treatment or make arrangements for appropriate treatment of the condition at another hospital and will bear all costs related to such treatment.]

Privacy, anonymity and confidentiality

[Example: We do hereby affirm that privacy, anonymity and confidentiality of data/information identifying you/your patient will strictly be maintained. We would keep all medical information, description of treatment, and results of the laboratory tests performed on you/your patient confidential, under lock and key. None other than the investigators of this research; possible study monitor, and any law-enforcing agency in the event of necessity would have an access to the information. The data/samples related to the study may be sent outside the country for analysis (only where applicable); however, any personal identifiable information will be held and processed under secured conditions, with access to limited appropriate staff of that organization.

We would be obliged to provide you/your patients information related to the medical condition(s) of you/your patients, treatment, or results of any or all tests performed on you/your patient, and would be happy to answer your questions about the study. You would be able to freely communicate with any investigator of this study (contact address to be provided). We would, however, like to inform you that some tests would be performed in batches (where applicable), at the end of the study, and thus their results would be available only then.]

Future use of information

In case of future use of the information collected from the study, the investigators should state that in such cases anonymous or abstracted information and data may be supplied to other researchers, which should not conflict with or violate the maintenance of privacy, anonymity and confidentiality of information identifying participants in any way.

Right not to participate and withdraw

[Example: Your/your patient’s participation in the study is voluntary, and you are the sole authority to decide for and against you/your patient’s participation in this study. You would also be able to withdraw your participation any time during the study. Refusal to take part in or withdrawal from the study will involve no penalty or loss of benefits or attention. Even if you do not enroll or withdraw from the study, you/your patient will receive the usual good care for medical condition(s) for which you/your patient have/has been admitted in this hospital (where applicable)].

Principle of compensation 

Payment for loss of earning of the study subjects may be considered in case the subjects require extended hospitalization or confinement only for the purpose of the research and/or reimbursement of cost of transportation for participating in the study. The amount should, however, be equivalent to the loss and not so high that the offer might influence/bias judgment regarding participation in the study. 

 The subjects shall also be provided free treatment for research related injuries. 

Name, contact addresses and phone numbers of the PI as well as of the Committee Coordination Secretariat should be provided in the consent form, in case participants have any query or want to know about their rights and benefits.

If you agree to our proposal of enrolling you/your patient in our study, please indicate that by putting your signature or your left thumb impression at the specified space below

 Thank you for your cooperation

_______________________________________

____________________

Signature or left thumb impression of subject



Date

_______________________________________

____________________

Signature or left thumb impression

 


Date

of attendant/Guardian

_______________________________________

____________________

Signature or left thumb impression of the witness


Date

_______________________________________

___________________

 Signature of the PI or his/her representative

 

Date

(NOTE: In case of representative of the PI, she/he shall put her/his full name and designation and then sign)

Name, designation and contact phone number of the Investigator(s) and committee coordination secretariat. {(name and contact phone of committee coordination secretariat: M. A. Salam Khan, Phone,  9886498 (direct) or 8860523-32m extension- 3206 (PABX)}.

Detailed Budget for the study titled: 
____________________________________________________________________________________ 

Name of Principal Investigator:
_____________________________

Protocol Number:


_____________

Division:



_____________________________

Funding Source:


_____________________________

Budget:



Director: US$____________; Indirect: US$__________; Total: US$__________

Study period:



From:_____________ through_______________

Strategic Priority Code(s):
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	Budget

	Payroll and Benefits:
	Name of personnel/position
	Pay level
	% Effort
	# of posts
	Monthly

Rate
	Year-1
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