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	Principal Investigator Application

Social, Behavioral, Educational  (SBER)
Form 4.20A
ver. 08/17/09


This form is designed to give reviewers a greater understanding of you, your study site, and your community and to help you consider some issues. Please complete every question. Let the reviewer know you didn’t overlook it. This form is about you rather than about the study. Filling in the spaces will alter the pagination. 

The items attached with this form are about you and your site. Check only those you have included.

 FORMCHECKBOX 
 This form, signed electronically or on paper
 FORMCHECKBOX 
 Your current, dated curriculum vitae


 FORMCHECKBOX 
 Recruitment materials
 FORMCHECKBOX 
 Your current professional license (copy)


 FORMCHECKBOX 
 Research consent forms for your site(s)
 FORMCHECKBOX 
 4.21A Conflict of Interest


 FORMCHECKBOX 
 A facility description or brochure
 FORMCHECKBOX 
 4.21C Additional sites


 FORMCHECKBOX 
 Human Subject Training certification(s)
 FORMCHECKBOX 
 4.22 Local IRB waiver

MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.

	A. The Investigator 

	A.1. 
	Investigator
	Who is the primary contact person? 

	Name (with degrees) 
	     
	     

	Company 
	     
	     

	Mailing address 
	     
	     

	City, State, Zip 
	     
	     

	Phone 
	     
	     

	Fax 
	     
	     

	e-mail 
	     
	     

	If there are professional licenses or certifications, please attach a copy.


	A.2.  Conflict of Interest Screening Questions:  If you need to answer yes, form 4.21A gives more detail.

	You …………….
The aggregate of you, your spouse or domestic partner and your immediate family

Key Personnel
Those responsible for design, consent, subject interaction, data management & reporting including the person, spouse or domestic partner and immediate family. (Often those listed on the grant)

Interests: ……..
( Stock
( Ownership interest, 
( Future earnings,
( Patent
( Trademark


( Copyright
( License agreement
( Board membership
( Director
( Executive role


( Any other interest that could be affected by the outcome of the study.


This does NOT include a salary that is unaffected by study conduct or outcomes.

	a.  SCREENING QUESTIONS about "you" and your "key personnel"

· Do any of you have any “interest” from the funding source or with a competing company?

· Did any of you participate in product or protocol development?

· Will any of you have any patent or copyright in software, curricula, product, etc.?

· Are there any incentives or bonuses for early recruitment, enrollment or completion?  
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes
If “yes” to any of these questions, complete IRC form. 4.21A


	b.   Describe your primary interests in this study.  Why did you decide to do it?
	     


	A.3   Employment. This question concerns whether there is an IRB with which we should interact. 

	Where are you employed for 50% or more time   FORMCHECKBOX 
 Self or:      


	If not "self", does this employer have an internal IRB?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes   If yes, attach IRC form 4.22 

	
	IRB Name, 


IRB Administrator’s name

IRB Phone number
	     
     
     


	A.4   Experience and Education  (attach explanations)

	Has any IRB disapproved or terminated any of your studies? 
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes 

	Is any special or technical training required to do any study procedure? 
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes 

	IRC requires that the investigator complete a course about Responsible Conduct of Research in the past three years.  Have you attached the certification?

(IRC recommends CITIProgram.org.  It is free to you.  Log in using IRC as the institution.)
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes 

	IRC recommends similar training for all study staff expected to interact with subjects.  What is your expectation for your staff?  
	     

	List all staff interacting with subjects and their role and attach their certification. 
	 FORMCHECKBOX 
 List attached or

     


	A.5.  Community and Professional Standing

	Have you: (check any that apply)
	Attach an explanation for any box checked    

     

	· ever been convicted of a felony that could even remotely be perceived as related to your role as PI?
	 FORMCHECKBOX 

	· 

	· ever been disciplined by a public or private organization or licensing agency?
	 FORMCHECKBOX 

	· 

	· ever been sanctioned or restricted by a professional board? 
	 FORMCHECKBOX 

	· 

	· had any loss or restriction of institutional privileges?
	 FORMCHECKBOX 

	· 

	· any complaints pending? 
	 FORMCHECKBOX 

	· 

	· any legal actions pending?
	 FORMCHECKBOX 

	· 

	· ever had a subject make a complaint to an IRB about you or one of your studies? 
	 FORMCHECKBOX 

	· 

	A.6. References: It is wise for an IRB to learn more from a source not associated with a study.  Please provide name and method to contact.

	A person who is familiar with the community and its issues and politics

     
	A person who knows you and your capabilities and interests

     


	A.7. Investigator & Staff Resources   Starting a study without the time and staff to complete it can put subjects at risk without cause.

	How much of your time will be allocated to this study?  (Could be in hours/ subject or % time) 
	     

	How will you ensure that all persons assisting with the study are adequately informed about the protocol and their research-related duties and functions? 
	     

	Who (by title) is assigned to maintain the IRB correspondence and consent files? 
	     


	B.
Study Identification 

	This section has several purposes.  We want to know how informed you are about the study, how it will be performed at your site, and, for multi-center studies, what portion of the study you are doing. (If this is a single site study, some of this information will duplicate the Study Cover Form.)

	B.1.  Study Identification

	Study Title
	     

	Study ID /Version date
	     


	B.2.  Grant Identification   FORMCHECKBOX 
 Unfunded

	Funding agency
	     
	Grant Title:       

	Grant number
	     
	

	Institutions' FWA number
	     
	

	Primary Contact 
	Name  
     
Phone 
     
Fax  
     
e-mail   
     

	Attachments for DHHS grants
	 FORMCHECKBOX 
 The grant is attached and relevant sections are marked

 FORMCHECKBOX 
 The DHHS approved consent form, if any

	B.3.  Description:  In your own words, explain what this study is about   (15 words min – 100 max)

	     

	B.4.  Type of study/study design  (check each that applies

	 FORMCHECKBOX 
 Oral History
 FORMCHECKBOX 
 Registry
 FORMCHECKBOX 
 Program Evaluation (Also complete form 412C)

 FORMCHECKBOX 
 Surveillance
 FORMCHECKBOX 
 Survey
 FORMCHECKBOX 
 Other        

	Is this study to take place at more than one site?
	 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 N/A    FORMCHECKBOX 
 Don't know

If yes, describe the relationship between this application and the larger study.

     

	B.5.  History of IRB submissions

	Has any IRB considered this study and not granted approval or asked for substantive modification?  
	 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Don't Know,  FORMCHECKBOX 
 N /A or 

 FORMCHECKBOX 
 Yes  If yes, please explain.

     

	Have you received IRB approval for this type of study in the past?
	Where:       
When:        

	B.6. Enrollment numbers 

	What numbers are your goals

How many people will need to enroll……...
     
So that this many may complete the study  
     
(This will be your Total Authorized number of subjects.)

	What MM/YY do you hope to enroll 

the first subject?            
the last subject?            


	C.  Study Procedures 

	C.1. What procedures are to be done for study purposes?

	Will the study involve any of the following?     FORMCHECKBOX 
 Interviews    FORMCHECKBOX 
 Record review    FORMCHECKBOX 
 pre-post-tests 

Describe the intervention, interaction for the study or the private identifiable information to be gathered. 

     


	How long will a subject be involved in this study start to finish?
 
	     

	How many visits or interactions will there be?
	     

	C.2. What would be happening to the person were they not to be involved in this study? 

	Absolutely nothing different will happen to the subject. .
	 FORMCHECKBOX 

	Or      

	Everything is additional. The study procedures will happen in addition to whatever would already be happening to the person is who is already a student, group member or in a program. 
	 FORMCHECKBOX 

	

	Everything is additional. The person is new to this situation and is responding to an ad or a referral for the program or the study.
	 FORMCHECKBOX 

	

	Some or all of what would ordinarily happen will be replaced with study procedures.
	 FORMCHECKBOX 

	


	D.  Study Subjects 

	This section will inform reviewers about your typical prospective subject. This will be a subset of the community described above or might draw from a larger population. PLEASE NOTE: At time of continuing review, we will be asking about demographics of those actually recruited. 

	D.1. Description of the subject population 

	Several adjectives that describe the “typical” subject for your study. Include each study group separately.
	     


	D.2.  Enrollment diversity 

	Race and Ethnicity: Is it likely that over 75% of the subjects will be of one group?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes, specifically      

	Socio-economic: The typical person is likely to be 
	 FORMCHECKBOX 
 Low income   FORMCHECKBOX 
 Middle income   FORMCHECKBOX 
 High income   FORMCHECKBOX 
 N/A   FORMCHECKBOX 
 Unknown

	Educational level: The typical person is likely to have 
	 FORMCHECKBOX 
 not graduated from high school,  FORMCHECKBOX 
 High school graduate 

 FORMCHECKBOX 
 some college        FORMCHECKBOX 
 Bachelors       FORMCHECKBOX 
 Graduate degree

	Gender 
	 FORMCHECKBOX 
 Both    FORMCHECKBOX 
 Male only      FORMCHECKBOX 
 Female only   FORMCHECKBOX 
 Other   FORMCHECKBOX 
N/A

	D.3.  Assessment of Vulnerabilities

	Might any subject be incapable of considering consent for his or her self? 
	 FORMCHECKBOX 
No    FORMCHECKBOX 
 Yes    If yes, include information on whom the law in your state allows to give consent        

	Might any subject be (or become) incapable of comprehending or reading the consent form for his or her self?
	 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes    If yes, describe how consent will be documented. 

     

	Will any regulated “Special Populations” be included?

  See forms 4.16B-D if checked
	 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Pregnant women

 FORMCHECKBOX 
 Children

 FORMCHECKBOX 
 Prisoners
 FORMCHECKBOX 
 People who are likely to become prisoners

	Will any other vulnerable populations be included? (If any group is included, describe any additional protections that are to be included.
	 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Employees  (Include form 4.16A)
 FORMCHECKBOX 
 Chronically ill
 FORMCHECKBOX 
 Unduly deferential
 FORMCHECKBOX 
 Institutionalized
 FORMCHECKBOX 
 Mentally ill 
 FORMCHECKBOX 
 Limited English
 FORMCHECKBOX 
 Poor/uninsured

 FORMCHECKBOX 
 Terminally ill
 FORMCHECKBOX 
 Limited literacy
or      

	D.4   Financial aspects for the subjects and their families or their insurance

	Will subjects be asked to assume any portion of the cost?   Consider registration, child care, transportation, parking, postage, etc. 
	 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes specifically:      

	Will subjects be paid?  If yes, who will pay, when will they be paid and in what form?  
	 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes specifically:      


	Is there a possibility of needing to issue an IRS form 1099?  If so, might this cause any problem to subjects?
	 FORMCHECKBOX 
 No   FORMCHECKBOX 
Yes specifically:      

	Coverage for injury:  

Is there a greater than minimal risk of subject harm? If yes, discuss:
	 FORMCHECKBOX 
 Not greater (IF no, go to E.)

 FORMCHECKBOX 
 Greater than minimal risk,      

	· Are non-physical or indirect costs covered?
	     

	· who is primarily responsible for the costs were a subject injured? 
	     

	· Is the language on the consent form consistent with institutional policy or contract language? If there is policy or contract language, please attach it.
	 FORMCHECKBOX 
  Yes, it is consistent 

 FORMCHECKBOX 
  No. (Do you have sufficient insurance?)

 FORMCHECKBOX 
  The contract/grant is silent on this

 FORMCHECKBOX 
  It is inconsistent or difficult to tell

	· Who is available tp provide information about this policy?
	     


	E.  Risks

	E.1.
What are the possible physical harms that could result from participating?  How have these risks been minimized?

	     

	E.2.
What are the possible social, legal, financial, emotional, or familial harms from participating? (Loss of confidential data? Change of insurance reimbursement? Effect of inflicted knowledge? Sponsor bankruptcy?)

	     


	E.3.
Confidentiality of Subject information.  Loss of personal information is often the single or the largest risk in social or behavioral studies.  

	Anonymous:  
	 FORMCHECKBOX 
 
	No identifiers were ever collected

	Anonymized, De-identified:
	 FORMCHECKBOX 
 
	Identifiers were collected however any link will be either completely severed before we get it or completely inaccessible to us. 

	Identifiable, Linked or Coded: 
	 FORMCHECKBOX 
 
	Identifiers were collected. The information was coded or linked. If checked, who keeps the code, who has access to the code and how is it maintained to keep it secure?      

	Identified:   
	 FORMCHECKBOX 
 
	We know or can easily determine who is participating and which data is theirs. Only minimal protection can be offered.  This is often already public information.

	How is the subject identified on test results or instruments?
	     

	E.4.
Data Security. 

	Is data from an external source needed
	 FORMCHECKBOX 
 No  or   FORMCHECKBOX 
 Pupil records     FORMCHECKBOX 
 Public data    FORMCHECKBOX 
 other      

	Where is subject data kept? 
	 FORMCHECKBOX 
 at the site   
 FORMCHECKBOX 
 in the study office
 FORMCHECKBOX 
other       

	In what format is it kept?
	 FORMCHECKBOX 
 Paper    FORMCHECKBOX 
 Electronic    FORMCHECKBOX 
 Audio or video    FORMCHECKBOX 
 Other       

	Is any identifiable information disseminated outside the immediate research team?
	 FORMCHECKBOX 
 No or      

	Where are study records archived after the study?  Retention time?  When and how destroyed?
	     

	What do you tell subjects about any limits on confidentiality
	     

	Will you get or do you have a Certificate of Confidentiality
	 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes      

	FERPA (schools)
	 FORMCHECKBOX 
 Not Applicable
 FORMCHECKBOX 
 There is only directory information.

 FORMCHECKBOX 
 There is no directory information; the person using the identifiable data set has authority to see it.

 FORMCHECKBOX 
 This is no directory information; consent must be obtained.

	Are you (or anyone on the team) a “required reporter” for child or elder abuse?  
	 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes,      


	E.5.  Subject Completion.   It is good to plan the end of the study in advance.

	What happens to subjects upon their completion?
	 FORMCHECKBOX 
 Silence or Thank you and good-bye?

Will you make any promise to send results?

 FORMCHECKBOX 
 No        FORMCHECKBOX 
 Yes, individual results.  
 FORMCHECKBOX 
 Yes, summary results.


	F. Benefits 

	F.1. What are the possible benefits from the conduct of this study? 

	To the subject 
	     

	To the funding entity 
	     


	To society or others 
	     


	G. Study Facilities and Personnel 

	Where will activities occur? As IRC will not knowingly intrude on the domain of another IRB, please submit an IRC Form 4.22, a letter, agreement, waiver, memoranda or contract allowing IRC to conduct this review. 

	G.1. Primary Performance Site  - For each site, attach one form 4.22 

	 FORMCHECKBOX 
 The site in A.1. is the performance site or

Site Name 
     
Director’s Name 
     
Address City, St, Zip 
     
	Phone 
     
Fax 
     
e-mail 
     
Website 
     

	Type of facility (e.g. school or school district, clinic, other) 
	     

	Does this performance site have its own IRB? 
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

	Provide a url or web site describing this performance site. If none, attach descriptive information. 
	     

	Does the site have resources to do the amount of work required for this study? 
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

	Is permission from any entity (district superintendent? principal? site director?) required to conduct this study at that site?   
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes (Attach documentation of permission gained)


	G.2. Off-site or multiple site activity  - For each site, attach one form 4.22

	Is there any procedure, service, or test to be done in at another site? 

Is there any procedure for which the subject needs to travel elsewhere?

If yes to either, provide a url or web site or attach descriptive information.

Are there a variety of settings?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

 

	Does this performance site have its own IRB? 
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes, 

	Is there an agreement, memoranda or contract with this site?

If yes, it should describe ownership of data and coverage of costs of harms.
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes 
(attached)

	G.3. Emergency Coverage

	Are any emergency preparations necessary?  Consider possibility of suicidal ideation or need for counseling. If yes, explain the preparations made.
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

     


	H.  Community Issues

	This section describes some aspects of the local environment; that is the surrounding community from which you will be recruiting. We accept positive information as well as issues of concern. Is there anything the reviewers should know about your area of the country or the community? What makes your area unique or different or interesting? 

	H.1. Description of the community surrounding you
	

	Please give five adjectives (or a sentence) that describe the area in which you are working
	     

	Are there any smoldering or burning issues in your community that could impact this study?  Examples:

· Legal issues?

· Values or beliefs?

· Personal or family privacy or confidentiality?

· Local disputes.

· Activist group on this topic?
· High levels of altruism or of distrust?
· Inter-racial issues?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
Yes

Describe:      

	Do any of these groups constitute 5% or more of your community?  
	 FORMCHECKBOX 
 White 
 FORMCHECKBOX 
 Black/African American


 FORMCHECKBOX 
 Asian
 FORMCHECKBOX 
 Hispanic or Latino


 FORMCHECKBOX 
 Pacific Islands or Native Hawaiian 


 FORMCHECKBOX 
 Native America/Native Peoples

	Reading Literacy:  As consent documents target the 8th grade level, the literacy in your community is important. (If unknown, check the census data.)
	       %  Reads English at an 8th grade level or less

       %  Reads English at an 9th grade level or more

= 100     %  Total

	Language Fluency:  What is the predominant language used in this community other than English.  
	     


	I.  Informed Consent 

	I.1. The PROCESS of obtaining consent starts with finding eligible people. 

	What is your prior relationship with the potential subjects? 
	 FORMCHECKBOX 
 I have a prior relationship with the people who are potential subjects (as teacher, counselor, etc.) and I will take care to differentiate between being my client/student/patient and being a subject in my study. 

 FORMCHECKBOX 
 I have no prior relationship with the potential subjects. 

	If you have no prior relationship, how are possible subjects found?
	 FORMCHECKBOX 
  The subject is “available” through the school or program. 

 FORMCHECKBOX 
  Records search only. 

 FORMCHECKBOX 
  Recruitment materials (ads, videos, website, posters, letters, internet, voicemail) will be used. 

 FORMCHECKBOX 
  Finder's fees will be used in recruitment. 

Other       


	I.2. The CAPACITY of people to make their own decisions is critical. 

	All subjects can be presumed competent (have the ability) to give their own informed consent. 
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	Some subjects will have difficulty making the level of decision needed and might need added time or assistance.
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	If some or all subjects might  be unable to make a decision involvement of a “legally authorized representative” could be needed.  What is the hierarchy of people who can consent? (This is different in each state.) 
	 FORMCHECKBOX 
 N/A or explain:      

	What language is used for consent?  If other than English, describe arrangements for on-going translation. 
	 FORMCHECKBOX 
 English only or      


	I.3.  Consent Process:  How is information transmitted from the researcher to the possible participant 

	Either no or incomplete information will be given to subjects.   
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If yes, submit IRC Form 4.25A

	Who will conduct the consent discussion?
	 FORMCHECKBOX 
 PI only    FORMCHECKBOX 
 Study staff     FORMCHECKBOX 
 Other on-site person



	How much time will be allocated for this process?  Are there logistical or physical issues affecting timing?
	     

	At what step or time point will 

--the idea be introduced? 

--the consent form be discussed? 

--the consent form be signed?
	     

	How do you assess comprehension?  
	     

	Are there materials used to supplement the consent form?
	     


	I 4. Documentation of consent almost always involves a consent form containing all of the required elements of information that is signed prior to any study procedure.

	Subject agreement will be: 

• 
documented using a standard consent document. 
 FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes 

• 
documented with a signed letter, return postcard, information sheet, etc. 
 FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes (form 4.25B)

• 
documented but some of the elements will be missing. 
 FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes (form 4.25A)

• 
implied through an action. (click on internet, phone response, survey)
 FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes (form 4.25B)

• 
undocumented.  A total waiver of documentation is being requested. 
 FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes (form 4.25B)

	How do you assess written English literacy?
	     

	Will any documents be translated? 
	     

	Where will forms be stored? 
	     

	Who can see the signed forms?
	     


	J. Resources

	What equipment or space resources are needed for study conduct?
	     

	What resources are needed for the resolution of any harms that occur? 
	     

	Are there sufficient resources available to complete the study? 
	 FORMCHECKBOX 
  Definitely    FORMCHECKBOX 
 Probably     FORMCHECKBOX 
 Maybe    FORMCHECKBOX 
We are praying


	K.  Monitoring 

	Who will be monitoring the study activity? 
	     

	Who will be monitoring data to examine safety?  
	     

	Are there other relevant things that the reviewers should know? 
	     


	L.  Certifications 

	As a Principal Investigator, you recognize you are responsible for the conduct of this study, including the conduct of your sub-investigators and staff. Do you agree to all of the following?

	 FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes 
	I will follow the protocol, the applicable regulations, state law and any additional IRB requirements.

	 FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes 
	I will seek prior approval to modify the study protocol except where necessary to eliminate apparent immediate hazards to human subjects; 

	 FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes 
	I will seek approval to modify the consent form if I believe that it is not communicating adequately with potential subjects.

	 FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes 
	I will notify the IRB of: 

•  any violations of protocol affecting safety or validity, 

•  every unanticipated problem or adverse event that is serious.   

•  the result of any study audit. 

	 FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes 
	I or my designee will obtain informed consent from each person enrolled on the approved consent form, (unless waived by the IRB) allowing each person adequate time before the study to consider the information.

	 FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes 
	I do allow IRC to check the validity of my license and the information on my resume and to perform site visits. This form should not be considered confidential; it may be viewed by regulatory bodies, accrediting bodies, and others with a legal right.

	 FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes 
	I have read the contractual obligations page of the IRC web site or have submitted a signed indemnification form.

	 FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes 
	I will protect the rights and welfare of each participant to the best of my ability and will put their personal rights and welfare first.

	M.  Investigator Signature 

	Signature 


	Printed Name
	Date and Time


( IRC 2008


