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	STUDY COVER / APPLICATION FORM

Social, Behavioral, Educational Research (SBER)

Form # 21B

Vers 11/5/2015 



DESCRIPTION:  Each version of Form 21 has similar questions but differ as to language.  Form 21A is primarily for studies involving interventions.  This form, version B, is primarily for studies involving interactions.  Version C is specific to program evaluations.  A form does not replace a well-written protocol.
The following items must be included for review. Check each item to confirm that it is attached or provide a written explanation for any not included.


 FORMCHECKBOX 

This form, signed and dated 
 FORMCHECKBOX 

Recruitment plan, including any materials to

 FORMCHECKBOX 

Protocol with hard version/date

  be reviewed with hard version/date

 FORMCHECKBOX 

Consent form(s) 
 FORMCHECKBOX 

Form 04 - Invoice Information



 FORMCHECKBOX 

or request for waiver
 FORMCHECKBOX 

Form 22 – If applying for expedited review
MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.

Send completed package to submit@eandireview.com.
	A. Review Process Requested

	Please check the review process you believe is appropriate for this submission.  If, not checked, E&I will select the appropriate process.

	 FORMCHECKBOX 
 Full Board
	
 FORMCHECKBOX 
  Expedited Process (Attach Form 22)
	 FORMCHECKBOX 
  E&I Decision

	A.1.
Relationships

	Company Name of the E&I Client 
	     

	The Client is a
	 FORMCHECKBOX 
  Foundation or non-profit
 FORMCHECKBOX 
  Public entity
 FORMCHECKBOX 
  An individual 
 FORMCHECKBOX 
  Other:      

	The Client is a
	 FORMCHECKBOX 
 Primary contractor    FORMCHECKBOX 
 Sub-contractor    FORMCHECKBOX 
 N/A     FORMCHECKBOX 
 Other:      


	B. Identification

	One grant may fund multiple projects or studies.  They may be sequential or concurrent.  They may range from no involvement of human subjects (de-identified data) to an exemption and to others requiring expedited or full board review.    

	B.1.  The Project/Study being submitted for review

	Project Number 
	     

	Project Title
	     

	Project Date
	     

	B.2.  The Grant  funding the study  If a grant is involved, it must be attached.   

 FORMCHECKBOX 
  No grant involved – Skip to C.1.

	Grant Number 
	     

	Grant Title
	     

	FWA Number
	        or  FORMCHECKBOX 
 No federal funding involved


	C. Identification of People

	C.1.  Investigator   

	Investigator
	     
	Title
	     

	Company
	     
	Phone
	     

	Address
	     
	Fax
	     

	City
	     
	E-mail
	     

	State Zip
	     
	

	C.2 Funding Agency / Sponsor

	Contact Person
	     
	Title
	     

	Company
	     
	Phone
	     

	Address
	     
	Fax
	     

	City
	     
	E-mail
	     

	State Zip
	     
	

	C.3  The Rest of the Team.  If there are others who might be interacting with either E&I or with subjects, check them here or attach a directory

	 FORMCHECKBOX 

	Project manager
	 FORMCHECKBOX 

	Statistician
	 FORMCHECKBOX 

	Recruitment/call center

	 FORMCHECKBOX 

	Data manager
	 FORMCHECKBOX 

	Regulatory consultant
	 FORMCHECKBOX 

	Other:      


	D. The Study

	All of the information summarized in here should be included in the study description or attachments. Citation of a specific section or page number can substitute if it provides a direct answer.

	1
	Why


What is the primary goal of this study?  What new information might it yield?  What information will be generalizable to another situation?
	     

	2
	Design 


Is there a recognized qualitative design for this study?
	 FORMCHECKBOX 
  Observation

 FORMCHECKBOX 
  Survey

 FORMCHECKBOX 
  Focus Group 

Other:      

	3
	Review


Has there been any prior independent review of scientific merit?  Please explain.  If prior review is insufficient, the board may request help from a consultant (see fee schedule).
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
     

	4
	Safety


Is there a method of reviewing data to reveal safety issues?  
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
If yes, explain:      

	5
	Risk of Harm (physical, social economic, etc.):


Considering all of the possible harms and their magnitude and frequency, is the risk to subjects greater or minimal?
	 FORMCHECKBOX 
 Greater than minimal risk   FORMCHECKBOX 
 Minimal risk

If greater than minimal risk, attach any policies about compensation for injury and a person to call for information.

Definition: “Minimal risk” means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.

	6
	What


What will happen to subjects that would not happen if they did not participate (e.g. extra surveys or tests, special care)? 
	     

	7
	Tools


What tests, surveys, instruments, will be used (attach any that are not well known or validated)?
	     

	8
	History


Are there other IRBs involved?


Has this study been withdrawn from or disapproved by any IRB?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 

No If yes, explain:      
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 

No If yes, explain:      

	9
	Investigators

How many investigators are to be involved?
	 FORMCHECKBOX 
 1 (myself )   or provide number:      


	10
	Performance Sites

At how many places will subjects interact with investigators?
	 FORMCHECKBOX 

None    FORMCHECKBOX 
 No in-person sites (call centers or web contact) 

 FORMCHECKBOX 

Unknown (focus group sites)

 FORMCHECKBOX 

1 site, the site on my investigator application form

 FORMCHECKBOX 

Other:        (It is likely that a Site Application (E&I Form 33) will be required for each site at which there is subject recruitment, intervention, or interaction or where identifiable data is maintained.

	11
	Where

Where will procedures take place in terms of type of facility (check each that applies)
	 FORMCHECKBOX 
 Classroom
 FORMCHECKBOX 
 Health facility
 FORMCHECKBOX 
 Mail or internet 
 FORMCHECKBOX 
 Worksite
 FORMCHECKBOX 
 Homes
 FORMCHECKBOX 
 Other:      


	E. The Subjects

	This is a general description of the typical person the study is searching for.  This is about eligibility criteria.  More specific information about the local context will be in the investigator application.

	1
	Who? 


Describe the average subject.  Is the person who fits the eligibility criteria likely to be young/old? Reader/illiterate? Capable of advocating for self or not? 
	     

	2
	Inclusion


List the major eligibility criteria
	     

	3
	Exclusions


Check any that apply
	 FORMCHECKBOX 
 Gender
 FORMCHECKBOX 
 Race
 FORMCHECKBOX 
 Sexual orientation 
 FORMCHECKBOX 
 Ethnicity 
 FORMCHECKBOX 
 Religion 
 FORMCHECKBOX 
 Lack of English fluency
 FORMCHECKBOX 
 Immigration status 
 FORMCHECKBOX 
 Other:      

	4
	Vulnerable


Check any that apply


	 FORMCHECKBOX 
  None
 FORMCHECKBOX 
  Employees  - Use Form 25A 
 FORMCHECKBOX 
  Pregnant women - Use Form 25B
 FORMCHECKBOX 
  Prisoners    - Use Form 25C 
 FORMCHECKBOX 
  Children      - Use Form 25D 
 FORMCHECKBOX 
  People with limited options due to lack of viable choice or resources
 FORMCHECKBOX 
  People with limited decision-making capacity due to 

 FORMCHECKBOX 
 literacy
 FORMCHECKBOX 
 trauma - mental
 FORMCHECKBOX 
 mental ability 


 FORMCHECKBOX 
 education
 FORMCHECKBOX 
 declining health or age
 FORMCHECKBOX 
 mental health

	5
	Numbers


For the overall study


	Enrollment goal (This is the total authorized number for this study.)
	     

	
	
	How many people are eligible to participate?  (What is the denominator from whom you can find participants?)
	     

	6
	Recruiting: 

How or where will a potential subject learn about the study?


	 FORMCHECKBOX 
 Print ads 
 FORMCHECKBOX 
 Radio or TV ads
 FORMCHECKBOX 
 Flyers, posters, brochures 

 FORMCHECKBOX 
 E-mail 
 FORMCHECKBOX 
 Networking and “snowball” 

 FORMCHECKBOX 
 Referrals 
 FORMCHECKBOX 
 A call center

	7


	Information risk: 

Is it reasonably foreseeable that you will obtain information about subjects concerning:


	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Something a mandatory reporter would be required to report (child or elder abuse)
 FORMCHECKBOX 
 Suicidal concerns (e.g. from a Beck Depression inventory)
 FORMCHECKBOX 
 Illegal behaviors (drugs, fraud, drunk driving, etc.)
 FORMCHECKBOX 
 Any thing else that could put a person at legal, economic or social risk
If yes to any of these,  FORMCHECKBOX 
 have you or  FORMCHECKBOX 
 will you obtain a Certificate of Confidentiality?


	F. Responsibilities

	Reporting
	Who is responsible for reporting to the IRB about:  (Check all that apply)
1.  Unanticipated Problems
 FORMCHECKBOX 
 Investigator
 FORMCHECKBOX 
 Agency
 FORMCHECKBOX 
 Other:      
2.  Non-compliance
 FORMCHECKBOX 
 Investigator
 FORMCHECKBOX 
 Agency
 FORMCHECKBOX 
 Other:      
3.  Study suspension or termination 
 FORMCHECKBOX 
 Investigator
 FORMCHECKBOX 
 Agency
 FORMCHECKBOX 
 Other:      
4.  Site monitoring issues, please explain:
     

	Injury:

Is there a greater than minimal chance of harm?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If yes, attach any policies about compensation for injury and a person to call for information.

Definition: "Minimal risk" means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.


	G. Signature And Assertions
	Principal Investigator

· I am responsible for the conduct of the study.

· I will follow the protocol as approved and will apply for modification if needed.

· I will promptly (within 5 business days) report any “unanticipated problem” and any breach of protocol or of the requirements of the IRB to the IRB if it results in harm to a subject or points to any potential for future harm.

· I will conduct this work with protection of the rights and welfare of the participants as a core value.

	Signature
	

	Printed name
	     

	Title
	     

	Date
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