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	DESCRIPTION OF STUDY (DOS) - FOR CLINICAL, SOCIAL and BEHAVIORAL STUDIES

	[bookmark: Text110]Study Title:      
[bookmark: Text113]Principal Investigator:      

Please make sure that you have responded to every question on this application (even if your response is “not applicable”). DO NOT STATE “See attached proposal for details”


	BACKGROUND

	1.
	Describe the study design (e.g., pilot, phase I, phase II, multi-center, randomized, double-blinded, cross-sectional, case-contol, quasi-experimental, qualitative interviews, focus group discussions etc.).
[bookmark: Text44][bookmark: _GoBack]     


	2.
	Describe the study objectives
[bookmark: Text45]     


	3.
	Provide the rationale for conducting the study and why is this study important to be conducted? 
[bookmark: Text46]     


	4.
	a). What is your outcome variable and how is it being assessed in your questionnaire? (eg it could be using multiple questions; or using a formula, etc)      

b). What other variables will you capture (eg confounders or variables of interest)? 
     


	5.
	a). How many persons will be involved in data collection and analysis? 
     

b). Are these people enough to help conduct the study without compromising on quality? 
     



	DURATION & LOCATION

	6.
	a). What is the duration of the study from start to end (from first subject enrollment to end of analysis of identifiable data)?  
     

b). How long does a given research subject participate (e.g., one study visit of 2 hours, 6 months of intervention, 5 years of intervention including follow up)?
     


	7.
	List the specific locations for the following: 
a). Recruitment,      
b). Consenting,      
c). Randomization if applicable      
d). Assessment of outcome:      


	SUBJECT RECRUITMENT & CONSENTING PROCESS

	8.
	List all the criteria for including and excluding subjects.  
     


	9.
	Specify the age range of the research subjects. 
     

	10.  
	Identify all vulnerable subject populations (Cick to check boxes):

	
	|_|
	Pregnant Women 
	|_|
	Patients as research subjects

	
	|_|
	Human Fetuses 
	|_|
	Life-Threatening Disease

	
	|_|
	Neonates 
	|_|
	Psychiatric patients

	
	|_|
	Prisoners 
	|_|
	Socially or Economically Disadvantaged

	
	|_|
	Children 
	|_|
	Employees under your supervision

	
	|_|
	Cognitively impaired 
	|_|
	Students for whom you are an Instructor

	
	[bookmark: Check142]|_|
	Other (Specify):      


	11.
	Consider if beng part of your study places any any and all vulnerable population(s) indicated in the previous question at risk.  If there is a risk involved by being part of your study, how are you going to manage or safeguard the enrolled? 
     


	12.
	Indicate how many subjects will be recruited and provide statistical justification for the number of subjects required.  For qualitative studies, number of participants expected in FGD or to be interviewed 
     


	13.
	How will you find your study participants? Give a detailed description 
[bookmark: Text98]     


	14.
	Indicate the method(s) you will employ to initially consent subjects:

	
	|_|
	Subject will be given the consent form to read and review the consent form themselves.

	
	|_|
	The consent form / script will be read to the person

	
	
	

	15.
	Will you be obtaining a signature/thumb impression?

	
	|_|
	Yes, a signature/thumb impression of the participant will be taken as consent

	
	|_|
	No, a sign/thumb impression will not be taken

	
	

	16.
	a). If signature/thumb impression is not being taken, what is the reason? (mark all that apply)

	
	|_|
	The research is minimal risk and does not involve any procedure for which written consent is normally required outside the research setting (e.g. in everyday life written consent is not needed for minimal risk surveys, non-invasive health measurements, etc)

	
	|_|
	Online survey (internet) for which there is implied consent portion before the survey begins

	
	|_|
	Phone-based interviews

	
	|_|
	Asking the participant to review and sign forms gives an impression of officialdom that may be considered risky by the participant

	
	|_|
	Cultural issues may be raised by signing any kind of document

	
	|_|
	It is an above minimal risk study but written consent will hinder in the study objectives

	
	|_|
	Qualitative study: Focus Group Discussion, Photo-voice, Participatory Research

	
	|_|
	Other (Please describe and, if applicable, attach Supplement):      


	
	b). Would the participants’ rights and welfare be adversely affected if they do not have a signature/thumb impression? 

	
	
	|_|  Yes             |_| No           |_|Not applicable

	
	
	

	
	c). Can the research be done without getting a waiver for written consent (ie. Without signature/thumb impression)?

	
	|_|
	Yes

	
	|_|
	No (check all that apply)

	
	
	|_| Obtaining written consent is not practical in an outbreak investigation

	
	
	|_| It would not be possible to contact all of the participants associated with the study to obtain consent

	
	
	|_| The study design does not allow the possibility of obtaining consent

	
	
	|_| The size of the potential study population is so large that it would not be practical to obtain consent

	
	
	|_| The risk of harm from contacting the participants is greater than the risk of the study procedures

	
	
	|_| Required informed consent may introduce systematic bias into the data

	
	
	|_| Other:      

	
	
	

	17.
	Consent Process Assurances (Please read and check the following indicating your agreement.)

	
	[bookmark: Check144]|_|
	At the beginning of every study visit, you will tell the subject what to expect and ensure the subject understands

	
	[bookmark: Check143]|_|
	At the end of the study visit, you will explain what happens at the next visit, or when the study is over

	
	|_|
	You will ask and ensure the subject wants to continue participation and knows s/he may refuse to participate.

	
	|_|
	You will respect the rights and welfare of research subjects.

	18.
	a). Will a copy of the consent form be given to the participant?

	
	|_|
	Not applicable

	
	|_|
	Yes, a copy of the consent form will be given

	
	|_|
	No, but only a contact card with names & numbers of PI and IRB personnel, in case of questions/queries will be given

	
	|_|
	[bookmark: Text118]Other, specify:      

	
	b). Will you be providing the participants with information about the study findings after the study is over?

	
	|_|
	Not applicable

	
	[bookmark: Check154]|_|
	No, the data will not have any personal identifiers (i.e name, address, phone, etc); so it would not be possible to contact the participant

	
	[bookmark: Check155]|_|
	No, the information that is found will have no impact on treatment or care

	
	[bookmark: Check156]|_|
	No,we have no practical/feasible way in which to notify participants/ respondents

	
	|_|
	No, other:      

	
	|_|
	[bookmark: Text109]Yes, indicate the information that would be provided and the mechanism used to provide it:      



	BENEFITS & RISKS OF THE RESEARCH

	19.
	Address if there are any potential benefits to individual subjects or to the particular group or a particular community, group or society. Note: Payment for participation is not considered a benefit.
     


	20.
	Describe how you will be identifying the data/specimens (Note: MR #, name, address, phone, email, cNIC are all considered personal identifying information)

	
	|_|
	Not applicable

	
	|_|
	The data and/or specimens will be directly labeled/recorded with the personal identifying information when acquired.

	
	|_| 
	The data and/or specimens will be labeled with a code that the research team can link to personal identifying information when acquired. The code sheet will be secured and kept separate from the dataset.

	
	|_| 
	The data and/or specimens will not be labeled with any personal identifying information, nor with a code that this research team can link to personal identifying information.

	
	|_|
	[bookmark: Text95]Other (Please describe):      


	21.
	Research Material Security:  Describe your recordkeeping system and plan for securing and maintaining source documents and specimen (e.g., data management, consent forms, monitor visit reports, questionnaires, etc). 
[bookmark: Text96]     

In addition, please identify who will have access to the system:      



	22.
	Address all the expected risks (e.g., physical, financial, social and psychological) of participating in the study. (Think of risks that are a direct or indirect result of being a study participant)
     



	COSTS AND COMPENSATION TO THE SUBJECTS

	23.
	Identify study related costs to be borne by the:  

	
	Subject

	
	|_|
	No costs skip to #25

	
	|_|
	Additional visits/travel (in case, there are extra scheduled visits that they would not have to do as a routine part of their care)

	
	|_|
	Laboratory tests, x-rays, etc

	
	|_|
	Other (specify):      


	24.
	If there are study-related costs to the participant, how do you justify it?
     


	25.
	Will subjects be compensated for participation in the study? 	|_| Yes		|_| No
If yes, describe the amount and type of compensation that will be paid to subjects and clarify how compensation will be pro-rated if the subject does not complete all study visits.
     



	FINANCIAL  INTERESTS

	26.
	Disclose all financial interests for you and your key research personnel in the study, sponsor, or sponsor’s competitors.

	
	|_| 
	I and the co-Investigators (including all key personnel) involved with this protocol do not have a financial interest in the study, products, sponsor, and/or sponsor’s competitors.

	
	|_| 
	There are reportable financial conflicts of interests and all interests have been disclosed to IRB

	
	|_|
	Other (Include and describe all outside income Industry sources):      


You have reached the end of this form. Please make sure that you have responded to every question on this application (even if your response is “not applicable”). 
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