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	PRINCIPAL INVESTIGATOR APPLICATION
Social – Behavioral – Educational (SBER)
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Vers 12/7/2015 



This form is designed to give IRB reviewers a greater understanding of you, your study site, and the community; that is, the local conditions in which the study will occur.  
Leave no blank answers.  Incomplete or blank answers, or those without the proper documentation will delay your review.  The spaces provided for your answers will adjust in size as you type.  E&I Form 21B is for initial review of an SBER study.

The following items are always required for review:

 FORMCHECKBOX 

Copy of current professional license, if any 
 FORMCHECKBOX 

Consent form(s) for your site(s) 

 FORMCHECKBOX 

A facility description or brochure
 FORMCHECKBOX 

Human Subject Training certification(s)

 FORMCHECKBOX 

Curriculum Vitae or resume
Based on your answers, the following items may also be required.  

 FORMCHECKBOX 
 
Recruitment/subject materials
 FORMCHECKBOX 
 
E&I Form 31 - Conflict of Interest


 FORMCHECKBOX 
 
E&I Form 33 - Additional Sites
 FORMCHECKBOX 
 
E&I Form 25A-D - Special Populations (Employees, 

 FORMCHECKBOX 
 
Copy of Certificate of Confidentiality 

Pregnant Women, Prisoners, Children,)

MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.

Send completed package to submit@eandireview.com.
	A. Study Link 

	What study are you submitting or joining? 

	Project Title
	     

	Funding Source
	     

	Study Number
	     

	E&I Study Number if known
	     


	B. Principal Investigator

	B.1.   Contact Information

	
	Investigator Information

This address is the only performance site.

 FORMCHECKBOX 
 True   FORMCHECKBOX 
 False (use E&I Form 33)
	Primary Contact / Coordinator

	Name / degrees
	     
	     

	Company
	     
	     

	Address
	     
	     

	City, State, Zip
	     
	     

	Phone
	     
	     

	Fax
	     
	     

	E-mail
	     
	     

	Is this your primary place of employment?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No  If no, explain your relationship to this site and tell where you are employed.      

	B.2.  Conflict of Interest 

	Definitions:

“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

“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.

	Do any of the following questions relate to you and your key personnel (& families)?

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

· Did you participate in product or protocol development?

· Will or do 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” E&I Form 31 must be completed and attached.

	B.3.  Experience and Education

	a.
Have you received IRB approval for this type of study before?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes
If yes, a study list should be on your CV or on an attached list. 

	b.
Have you or your site had any IRB suspend, disapprove or terminate your research?  
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes: If yes, please explain:      

	c.
Have you received training on Human Subject Protection or on the Responsible Conduct of Research within the past three years? 
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes 

If yes, please attach copies of certifications. 

If no, E&I requires every investigator to complete a course within the past three years.  E&I recommends CITIProgram.org.  There is no cost, simply log in using E&I as the institution.

	B.4.  Community and Professional Standing

	If you answer “yes” to any of the following questions, please provide an explanation at the bottom of B.4.or on a separate piece of paper. 
Have you …  

	· ever been convicted of a felony that could even remotely be perceived as related to your role as PI?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

	· ever been disciplined by a public or private organization or licensing agency?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes 

	· ever been sanctioned or restricted by a professional board?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes 

	· ever had any loss or restriction of institutional privileges?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes 

	· any current or pending complaints?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes 

	· any current or pending legal actions?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes 

	· ever had a subject make a complaint to an IRB about you or one of your studies?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes 

	· ever had a sponsor or FDA audit? 
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

	Attach an explanation for any question answered “yes”:       

	B.5.   Sub-Investigators

	A Sub-Investigator is any member of your study team, designated and supervised by you to perform critical study-related procedures and/or to make important study-related decisions.

	Will sub-investigators be involved?   If yes, attach E&I Form 35 for each.
	 FORMCHECKBOX 
 None    FORMCHECKBOX 
 Yes, how many?      

	B.6.   Resources

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

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

	B.7.  IRB Coverage

	Is there any IRB that you must use due to your academic title or at the performance site?   


( If yes to either, please have that IRB complete E&I Form 32.
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes


	C. Study Information

	The intent of this section is to learn more about site implementation of the study.   

	C.1.  Funding Source

	If E&I Form 21B, Section C.2. is accurate and complete, check here  FORMCHECKBOX 
 and skip to Section C.2. below.

	Agency
	     
 FORMCHECKBOX 
 Federal*    FORMCHECKBOX 
 State/Municipal/Local    FORMCHECKBOX 
 Private    FORMCHECKBOX 
 Other:       
* If Federal, the grant (no budget or CVs) and any DHHS approved consent form(s) must be submitted.

	Grant Number 
	     

	Grant Title
	     

	Agency Contact for Study Information
	Name

Phone

Fax

E-mail
	     
     
     
     

	C.2.  Study Description

	In your own words, explain what this study is about.  (100 words max) 
	     

	C.3.  History of IRB Submissions

	Has any IRB considered this study and not granted approval or asked for substantive modification?  
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
  Unknown    FORMCHECKBOX 
 Yes

   (If yes, please explain.      

	C.4.  Type of Study or Study Design

	
 FORMCHECKBOX 
 Oral History
 FORMCHECKBOX 
 Registry
 FORMCHECKBOX 
 Program Evaluation (Stop here and substitute E&I Form 21C.)


 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 sites.

     

	C.5. Enrollment

	Enrollment for your site
	Timing

	How many people will need to enroll
     
So that this many may complete the study
     
*This will become your Total Authorized number of subjects.
	What MM/YY do you hope to enroll:


Your first subject?
     

Your last subject?
     


	Comment:      
	Comment:      


	D. Study Procedures

	D.1.  Procedures to be Done for Study Purposes

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



 FORMCHECKBOX 
 Audio-taping
 FORMCHECKBOX 
 Video-taping
 FORMCHECKBOX 
 None of these 


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

	How long will a subject be involved in this study?
	     

	How many visits or interactions will there be?
	     

	D.2.  Subject Completion

	Upon completion of the subject’s participation, what (if anything) follows: 

 FORMCHECKBOX 
  Nothing additional or, at a minimum, a thank you to the subject.

 FORMCHECKBOX 
  A report or data to the school or funder?

 FORMCHECKBOX 
  A completion bonus payment

 FORMCHECKBOX 
  Determine if there is any risk from abrupt termination

 FORMCHECKBOX 
  A promise was made to send the results to the subject
 FORMCHECKBOX 
  Other:       

	D.3.  Topics

	If sensitive topics are included the likelihood of full board review is increased.  Also, if this is in a school situation, the school must certify compliance with PPRA school requirements. For school-based studies, include E&I Form 34.

	Will any “sensitive” issues be raised?  
	 FORMCHECKBOX 
 Sex  
 FORMCHECKBOX 
 Drugs
 FORMCHECKBOX 
 Alcohol
 FORMCHECKBOX 
 Abuse
 FORMCHECKBOX 
 Suicide
 FORMCHECKBOX 
 Violence
 FORMCHECKBOX 
 Other:      


	E. Study Subjects

	This section will inform reviewers about your site’s typical prospective subject.  PLEASE NOTE: At time of continuing review, we will expect demographics of those actually recruited.

	E.1.  Description of the Study Population 

	Please provide 3 to 5 adjectives to describe the “typical” person you might ask to participate in this study.
	     

	E.2.  Enrollment Diversity

	Race and Ethnicity: Might over 75% of the subjects 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

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

	E.3.  Assessment of Vulnerabilities 

	a.
Will any regulated “Special Populations” be included?

 
	 FORMCHECKBOX 

None 
 FORMCHECKBOX 

Pregnant women E&I Form 25B
 FORMCHECKBOX 

Children  E&I Form 25D
 FORMCHECKBOX 

Prisoners or People likely to become prisoners E&I Form 25C

	b.
Will any other vulnerable populations be included?


A vulnerable person would have some issue or condition that would decrease the likelihood that they could review the information objectively and decide voluntarily. 


	 FORMCHECKBOX 

No   

 FORMCHECKBOX 

Chronically ill
 FORMCHECKBOX 

Unduly deferential
 FORMCHECKBOX 

Institutionalized
 FORMCHECKBOX 

Mentally ill
 FORMCHECKBOX 

Limited English
 FORMCHECKBOX 

Poor/Uninsured

 FORMCHECKBOX 

Terminally ill
 FORMCHECKBOX 

Limited literacy

 FORMCHECKBOX 

Blind
 FORMCHECKBOX 

Employee E&I Form 25A
 FORMCHECKBOX 

Other       

	c.  Might any subject be incapable of considering consent for his or her self other than for reasons of age?
	     

	E.4.  Financial Aspects for the Subjects, Their Families or Their Insurance

	a
Will subjects be asked to assume any portion of the cost or have any costs for care, office visits, medications, transportation, etc. due to participation?
	 FORMCHECKBOX 

No   FORMCHECKBOX 
  Yes 


If yes, explain what it is specifically:       

	b   Will subjects be paid?  


AAHRPP II.3.C.1.
	 FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes:    Maximum $       

If yes, specifically identify (a) who will pay, (b) when will they be paid, (c) the form (cash, check or coupons) (d) if there are payment milestones, (d) if there is a completion bonus:      

	c
Will an IRS form 1099 be issued?   (We are not IRS agents but want to prevent subject surprises.)
	 FORMCHECKBOX 

No   FORMCHECKBOX 
 Yes   If yes, specifically identify any confidentiality problem(s) this might cause:       

	d
Coverage for injury:  This topic is a required consent element IF there is a greater than minimal chance of injury. 

	       Is this greater than minimal risk?
	 FORMCHECKBOX 

No  (If no, go to F.)   FORMCHECKBOX 
 Yes   

	
Are injuries covered?
	 FORMCHECKBOX 

No   FORMCHECKBOX 
 Yes (physical only)   FORMCHECKBOX 
 Yes (any harm)

	
Are other costs of injury covered? (i.e., child care, time off work, lost personal time off)
	 FORMCHECKBOX 

No   FORMCHECKBOX 
  Yes

	
Who is primarily responsible for the costs were a subject injured? 


	 FORMCHECKBOX 

Site 
 FORMCHECKBOX 

Subject or subject’s insurer

 FORMCHECKBOX 

Funding agency
 FORMCHECKBOX 

Other:      

	
Is the injury language on the consent form consistent with the contract or grant language? (If there is contract language, please attach.)
	 FORMCHECKBOX 

Not on consent form, as it is less than minimal risk.

 FORMCHECKBOX 

Yes, it is consistent and attached.

 FORMCHECKBOX 

No.  Please explain:      
 FORMCHECKBOX 

The contract/grant/agreement is silent on this

	
Who is available to provide information about the policy?
	 FORMCHECKBOX 
 N/A or name and contact information:      


	F. 
Confidentiality and Informational Risk

	Loss of personal information is often the single or largest risk in social or behavioral studies.  Data once was stored on paper and disseminated by mail.  Now data is easily gained and transmitted and is an added source of subject risk.  

	F.1  Receipt of Confidential Data 

	Is data from an external source needed?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes   If yes, what type?      

	
	 FORMCHECKBOX 
 Pupil records      FORMCHECKBOX 
 Public data      FORMCHECKBOX 
 Other      

	F.2  Identification of Confidential Subject Information 

	1.
How will the data for this study be maintained?   (Web names, URLs, and avatars are considered identifiable)

	 FORMCHECKBOX 
  Anonymous
	No identifiers will ever be collected.

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

	 FORMCHECKBOX 
  Identifiable, Linked or Coded
	Identifiers will be collected. The information will be coded or linked.  If this option is checked, who will keep the code, who will have access to the code and how will it be maintained to keep it secure?       

	 FORMCHECKBOX 

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

	2.
How are subjects identified on test results or instruments?
	 FORMCHECKBOX 
 Name, initials or record number   
 FORMCHECKBOX 
 Study code or  FORMCHECKBOX 
 Other:      

	3.  How are subjects identified in notes or other records?
	 FORMCHECKBOX 
 Name, initials or record number   
 FORMCHECKBOX 
 Study code or  FORMCHECKBOX 
 Other:      

	F.3  Dissemination of Confidential Subject Information 

	1.
Who will have authorized access to source documents?  (original and identifiable information)
	 FORMCHECKBOX 

No one outside the study staff

 FORMCHECKBOX 

IRB

 FORMCHECKBOX 

Other:      

	2.
Should you note child or elder abuse, are you or your staff a “required reporter”?  Would you report possible abuse?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes  If yes, please comment on the likelihood of this happening due to the research and the policy for reporting. 
     

	3.
Will you get, or do you have a Certificate of Confidentiality?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes, we have it  (Copy attached)    FORMCHECKBOX 
 Yes, we have applied for it 
If yes, please explain:      

	F.4.  Data Sharing Requirements

	Sharing of identifiable data requires prior consent.  

Sharing of de-identified data requires that the sharing not be contrary to consent information.  

	    Does the funding agency have data sharing requirements? 
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes  If yes, please explain or attach URL describing their requirements. 
     

	F.5.  Data Storage

	1.  Where are study records to be archived?  What is the retention time?  When and how might they be destroyed? 
	     

	2.  In what format is research data stored?  If electronic, data security must be addressed in the study.
	 FORMCHECKBOX 
 Electronic     FORMCHECKBOX 
 Paper     FORMCHECKBOX 
 Audio     FORMCHECKBOX 
 Video
 FORMCHECKBOX 
 Other      


	G. Risks of Harm

	G.1.  Possible Physical Harms

	Describe possible physical harms that could result from participating.  Include information on probability, severity and duration and how the study has minimized the possible harms. 
	     

	G.2.  Possible Social, Legal, Financial, Emotional or Familial Harms 

	Describe possible social, legal, financial, emotional, or familial harms that could result. (Ex: Loss of data considered private, change of insurance reimbursement, effect of inflicted knowledge, sponsor bankruptcy, etc.)
	     

	Describe how you protect the privacy interests of subjects.  

(“Privacy interests” refer to the interest of individuals in being left alone, limiting access to themselves, and limiting access to their information.  For example, where consent is discussed, freedom from cold calls, and talking only to people who have rightful access to their contact information.)   AAHRPP II.3.D.
	     

	G.3.  Harm Detection

	Is there a method to detect any safety information trends?   (a Data Safety Committee, a method of obtaining subject feedback, etc.)
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes, a DMC/DSMB   FORMCHECKBOX 
 Yes, other 

· If yes, describe or give page number where described 
· If no, describe the data monitoring plan for the study. 
     


	H. Benefits

	What are the possible benefits to the subject?
	     

	What are the possible benefits to the funding entity?
	     

	What are the possible benefits to society or others?
	     


	I. Study Facilities and Personnel

	This section is about the place at which subjects are seen which may be the same as or separate from your mailing address listed in Section B.  Only sites named on your approval letter may be used for this study.

	I.1.  Primary Performance Site

	The place in B.1 is the sole performance site. 
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No – E&I Form 33 is attached for each additional site

	Type of facility
	 FORMCHECKBOX 
 School or after school    FORMCHECKBOX 
 Clinic   FORMCHECKBOX 
 Other:      

	Provide website address describing this performance site.  If none, provide descriptive information
	     

	I.2.  Permission

	Does this site have its own IRB? 
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes   ( If yes, you must complete E&I Form 32 (IRB Waiver)

	Is permission from any entity required such as a principal, district superintendent, site director? 
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes   ( If yes, it must be attached

	I.3.  Emergency Coverage

	Are emergency preparations necessary?  Consider possibility of suicidal ideation or need for counseling.
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes   ( If yes, please explain:      



	J. Community Issues

	This section describes aspects of the surrounding community from which you will be recruiting.  You should include positive information as well as issues of concern.  It is intended to provide information you feel the reviewers should know about your area of the country or the community in which you work, specifically, what makes your area unique, different or interesting.

	J.1.
Description of the community 

	Please provide five adjectives (or a sentence) that describe the community where the research will take place or where subjects will be recruited.  
	     

	Are there any ongoing or emotionally charged issues in this community that could impact this study?  

Examples:  Legal issues / Values or beliefs / Access to care issues / Local disease cluster / Local or inter-disciplinary or inter-hospital disputes / High levels of altruism or distrust 
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes ( If yes, describe:
     

	Do any of these groups constitute 10% or more of your community 
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes ( If yes, please identify the group(s)
 FORMCHECKBOX 
 White 
 FORMCHECKBOX 
 Black/African American

 FORMCHECKBOX 
 Asian
 FORMCHECKBOX 
 Hispanic or Latino

 FORMCHECKBOX 
 Pacific Islands/Native Hawaiian

 FORMCHECKBOX 
 Native America/Native Peoples

	J.2.
Community Language and Literacy

	Reading Literacy:  Using your knowledge of your intended subject population, is it likely that at least 80% will read at the 8th grade level or better?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes   If no, discuss literacy further:      

	Language Fluency:  What is the predominant language (other than English) used in this community?
	      


	K. Consent

	K.1.
Recruitment:  The PROCESS of Obtaining Consent Starts With Finding and Making Contact with 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 
  Snow ball or other referral 
 FORMCHECKBOX 
  Finder's fees will be used in recruitment
Other:       

	K.2.
Subject Capacity:  The Ability of People to Receive Information and to Make Their Own Decisions Is Critical to Informed Consent. 

	Do you expect all subjects to be competent (have the ability) to give their own informed consent?
	 FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes

	Do you expect that some subjects will have difficulty making the level of decision needed?
	 FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes

	Do you expect that some or all subjects will be unable to make a decision?
If yes, and consent of a legally authorized representative is needed, describe the hierarchy of people who can give consent  (This is different in each state.):       
	 FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes

	K.3.
Process:  How is Information Transmitted from the Researcher to the Potential Participant?

	Who will conduct the consent discussion with the potential subjects? (mark all that apply)
 FORMCHECKBOX 
 PI 
 FORMCHECKBOX 
 Study staff
 FORMCHECKBOX 
 Other on-site person
 FORMCHECKBOX 
 Other:      

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

	In your words, please explain the logistics of the consenting process.  (At what step or point will the idea be introduced, the consent form be discussed, the actual form signed?)
	     

	Please explain how you will determine comprehension? 
	     

	Describe what you tell subjects about any limits on confidentiality:
	     

	As part of the study plan, will information be withheld, or incomplete information be given to the subjects?   If yes, you must complete E&I Form 26A and attach to this submission.
	 FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes

	Is English the only language used for consent?  If no:
What other languages will be used?        
Describe arrangements for on-going verbal translation (e.g., during follow-up phone calls, or in interviews:      
	 FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes

	K.4.
Documentation:  This 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 signed, consent document with all required elements
	 FORMCHECKBOX 

No
 FORMCHECKBOX 

Yes 

	
Documented but some of the elements will be missing.
	 FORMCHECKBOX 

No
 FORMCHECKBOX 

Yes  E&I Form 26B

	
Documented with a signed letter, return postcard, information sheet, etc
	 FORMCHECKBOX 

No
 FORMCHECKBOX 

Yes  E&I Form 26B

	
Implied through an action (click on the internet, phone response, returned survey)
	 FORMCHECKBOX 

No
 FORMCHECKBOX 

Yes  E&I Form 26B

	
Undocumented – a total waiver of any consent documentation 
	 FORMCHECKBOX 

No
 FORMCHECKBOX 

Yes  E&I Form 26A

	How will you assess written English literacy?
	     

	Where will consent forms be stored during the study?
	     

	Who will be allowed to see the signed forms? 
	     


	L. Etc.

	Having completed this form you likely feel there is nothing left to tell.  But, are there any other important pieces of information that the reviewer should know?

	
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes   ( If yes, please explain:      

	We would appreciate your review and comments on this form to improve this process.

	
	     


	M. Certifications AND Commitment

	As a Principal Investigator, YOU Are Responsible for the Conduct of This Study, Including the Conduct of Your Sub-Investigators and Staff.   Do You Agree to the Following?  If Any Are Checked No, Please Attach an Explanation.

	I will supervise and remain responsible for the conduct of this study.
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

	I will ensure that all associates colleagues and employees assisting in the research are informed about their obligations.
	 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 approved 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 deviations from protocol affecting safety or validity,
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

	•
every serious or unusual and unanticipated adverse event or problem reasonably related to the study,
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

	•
the result of any study audit,
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

	•
any change in my conflict of interest status.
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

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

	I agree to maintain adequate and accurate records and to make those records available for inspection and I agree that no study records will be individually identifiable, except for use of an approved link, without specific approval from the IRB.
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

	I allow E&I Review Services to check the validity of my license and the information on my resume and to perform site visits.  
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes 

	I recognize that the application including this form is not completely confidential; it may be viewed by regulatory bodies, accrediting bodies, and others with a legal right.
	 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.
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

	N. Investigator Signature 

	Signature


	Printed Name

     
	Date and Time
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