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Application to the FGCU Institutional Review Board
The application was created using form fields.  Place your cursor on the gray box to highlight it and begin typing.  The text fields will expand as needed.  Click in a box to mark an “X”.  
Print the application on a color printer; your responses will be in blue font.  Only original, single-sided, color submissions will be accepted.

	I.  PROJECT INFORMATION
	

	A.  Principal Investigator
      /         /     
Principal Investigator’s Name/Phone Number/E-mail Address
A.1. Co-Investigator(s)

Co-investigator Name/E-mail Address
       /       
       /       
       /       
       /       
       /       
       /       
       /       
       /       
       /       
       /       
	B.  College  

 FORMCHECKBOX 
 Arts & Sciences
 FORMCHECKBOX 
  Engineering
 FORMCHECKBOX 
  Business
 FORMCHECKBOX 
  Health Professions
 FORMCHECKBOX 
  Education
 FORMCHECKBOX 
  Professional  Studies                
 FORMCHECKBOX 
  Other, specify      
C. Title of Project

     

D.    Project Period

From:  UPON APPROVAL
To:           
           (MM/DD/YYYY)

	
	

	E. This project is:  (Check all that apply.) 
 FORMCHECKBOX 
 Faculty Research        FORMCHECKBOX 
 Grant or Contract           FORMCHECKBOX 
 Independent Research/Study         FORMCHECKBOX 
 Thesis           FORMCHECKBOX 
 Dissertation   
 FORMCHECKBOX 
 Faculty/Student/Clinician Joint Research              FORMCHECKBOX 
  Other, specify                                                                                                                        

	F.  If the Principal Investigator is a student, provide the following:

     
     
     

Faculty Sponsor
Department
Phone Number

	 Student's mailing address:  

     
     
     
	


	G.  If this project has a previously assigned IRB number, provide the following:
1.   Approximate date of initial submission or approval (MM/DD/YYYY)       
2.   ID# of original submission:       

	H.  Level of IRB review requested.
Indicate below the level of IRB review you are requesting for your study. The Institutional Review Board reserves the right to determine the final level of review for the study.  Use the Exempt and Expedited Research Criteria to determine the level of IRB review.
 FORMCHECKBOX 
  Exempt (Note: “Exempt” does NOT mean your research does not require IRB review.  All exempt studies are initially reviewed by the IRB.)
 FORMCHECKBOX 
  Expedited

 FORMCHECKBOX 
  Full Board 


I.  
Check all of the following categories that apply to the primary participant(s) in 
your project. 
 FORMCHECKBOX 
  Children

 FORMCHECKBOX 
  Persons with acute/severe mental illness
 FORMCHECKBOX 
  Elderly


 FORMCHECKBOX 
  Persons with acute/severe physical illness
 FORMCHECKBOX 
  FGCU students/trainees                        
 FORMCHECKBOX 
  Persons who are cognitively and/or physically disabled
 FORMCHECKBOX 
  Pregnant women    
 FORMCHECKBOX 
  Prisoners (Includes those residing in court mandated treatment facilities)   
 FORMCHECKBOX 
  Fetuses 

 FORMCHECKBOX 
  Other (Specify group)                
 FORMCHECKBOX 
  Non-English speaking persons
 FORMCHECKBOX 
  Persons in a sensitive support program such as Alcoholics Anonymous, Incest Survivors Support Group, etc. (Specify program)           

	J.
If this research being undertaken with another  entity provide/attach:
1. The name of cooperating  entity:      
2. A letter of approval from the cooperating institution on its letterhead spelling out its expectations of and role in the research. Guidelines for Letters of Cooperation.


	K.   Is/has a proposal for external support being/been submitted?  
 FORMCHECKBOX 
  Yes  FORMCHECKBOX 
  No         
       If Yes, Attach one copy of the external proposal.  The proposal budget is not required.  
1. Is notification of Human Subject Approval required?    FORMCHECKBOX 
  Yes  FORMCHECKBOX 
  No 
2. Sponsor’s name:      

	L.   Training in Human Subjects Research
All members of the study involved in consenting, recruiting, obtaining data, or supervision of it, must complete human subjects protections training.  FGCU offers two human subjects protection training program options.  
1.   National Institutes of Health (NIH)  http://phrp.nihtraining.com/users/login.php 
2.   Collaborative Institutional Training Initiative (CITI) https://www.citiprogram.org 

Human subjects protection training must be renewed every five years. A certificate of completion for each member must be attached to the application if a current one is not on file in the Office of Research and Sponsored Programs.

	M. Conflict of Interest
Is there the risk for real, potential, or perceived conflict of interest on the part of any individual associated with the study? (e.g., personal financial or business interest, stock or stock options, proprietary interest, inventorship, employer to employee, consultant to sponsor, etc.)?  FORMCHECKBOX 
  Yes 
 FORMCHECKBOX 
  No    
    
If Yes…
Identify the person(s) and provide detailed information to permit the IRB to determine if this involvement should be disclosed to potential research subjects. (500 characters)   

     

Important Note:   Final IRB approval does not guarantee all potential conflict matters are addressed.


II) PROJECT DESCRIPTION  
A.   Study Description
Please provide the following information.  If a thesis proposal is involved, ATTACH it and any referenced bibliography to this application.
1) Abstract of the proposed research, including research design, in lay language: (1,500 characters)
     

2) Synopsis of the current literature on the topic: (use a consistent editorial style such as the APA format)
     

3) Major hypotheses/research question(s):  (1,500 characters)
     


4) Data Collection:
a) Identify the type of data you will collect.  (Check all that apply.)
 FORMCHECKBOX 
  Quantitative
 FORMCHECKBOX 
  Qualitative
Identify the type of data and how it will be analyzed.
     

b) Are you collecting sensitive information such as sexual behavior, HIV status, recreational drug use, 
illegal behaviors, child/physical abuse, immigration status, etc?   FORMCHECKBOX 
  Yes   
 FORMCHECKBOX 
  No 




If Yes…
Describe the type of sensitive information you are collecting.  (1,500 characters)
       

c)
Are you collecting any personal identifiers such as names, telephone numbers, social security numbers, medical record numbers, biometric identifiers such as finger and voice prints, full face photographic images, any comparable images or data?  FORMCHECKBOX 
  Yes   
 FORMCHECKBOX 
  No 



If Yes…

List the key data you will collect to support your hypothesis (i.e., name, income, address, telephone number, IP address, date of specific event, etc.) (15 characters/field)
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     

If Yes…

Identify the data collection methods you will use.  (Check all that apply.)
 FORMCHECKBOX 
  Archival data, publically available 
 FORMCHECKBOX 
  Intervention
 FORMCHECKBOX 
  Photos 

 FORMCHECKBOX 
  Archival data, NOT publically
 FORMCHECKBOX 
  Interview (face-to-face, 
 FORMCHECKBOX 
  Survey/Questionnaire
        available
        telephone, on-line, etc.)

 FORMCHECKBOX 
  Audio recordings  
 FORMCHECKBOX 
  Observation of behavior    

 FORMCHECKBOX 
  Testing
 FORMCHECKBOX 
  Computer collected task data
 FORMCHECKBOX 
  Oral history
 FORMCHECKBOX 
  Video recordings
 FORMCHECKBOX 
  Focus groups
 FORMCHECKBOX 
  Physical tasks
 FORMCHECKBOX 
  Web or internet
 FORMCHECKBOX 
  Instruction/Curriculum


 FORMCHECKBOX 
  Other      
d) If data will be collected, transmitted, and/or stored via the internet, the security level must be appropriate to the level of participant risk. Please indicate which of the following measure(s) will be taken to ensure the security of data transmitted over the internet. (Check all that apply.)
 FORMCHECKBOX 

A mechanism will be used to strip off the IP addresses for data submitted via e-mail. 

 FORMCHECKBOX 

The data will be transmitted in encrypted format. 

 FORMCHECKBOX 

Firewall technology will be used to protect the research computer from unauthorized access. 

 FORMCHECKBOX 

Hardware storing the data will be accessible only to authorized users with log-in privileges. 

 FORMCHECKBOX 

Other (please describe), or provide additional pertinent information. (1,500 characters)      
 FORMCHECKBOX 
  N/A
B.
Participant Population Description

1)   Sample size, not to exceed      

2)  Justify your sample size.  (1,500 characters)
     

3)  Provide your participant selection criteria, including exclusionary criteria.  (1,500 characters)
     


4)
Identify ALL applicable recruitment methods that apply to your study and ATTACH a copy of all advertising materials including ads, letters, telephone scripts, audio or videotapes, etc. to this application; including graphics.  FORMCHECKBOX 
  N/A

 FORMCHECKBOX 

 FORMCHECKBOX  FORMCHECKBOX 
  Flyer
 FORMCHECKBOX 
  Newspaper
 FORMCHECKBOX 
  Radio
 FORMCHECKBOX 
  Television


 FORMCHECKBOX  FORMCHECKBOX 
  Letter
 FORMCHECKBOX 
  Poster
 FORMCHECKBOX 
  Telephone

 FORMCHECKBOX 
 FORMCHECKBOX 

 FORMCHECKBOX  FORMCHECKBOX 
  E-mail Solicitation.  Specify how e-mail addresses will be obtained      
 FORMCHECKBOX 
  Web-based Solicitation. Specify websites      
 FORMCHECKBOX 
  Other (describe):      
5) 
Describe your recruitment plan including your recruitment sites, placement/ location of the solicitation materials and how they will attract your targeted population.  (1,500 characters)
            FORMCHECKBOX 
  N/A
     
6)
Will the participants be paid or receive other compensation? 
 FORMCHECKBOX 
  Yes 
   FORMCHECKBOX 
  No  

If Yes…
a)  Provide the 

i.   Amount of compensation (dollars, hours, etc.)       


ii.   Type (gift card, cash, class credit, etc.)                                       
iii.   Source of funds to provide compensation      
iv.   Other type of compensation      
b)
Indicate all payment/compensation/reimbursement arrangements including amounts/types and persons responsible for disbursement.  (1,500 characters)
     
     
c)
Explain how, with the offer of compensation, you will protect against undue influence/coercion on a subject to participate in the study.  (1,500 characters)
     
d)
If course extra credit is offered for participating in the study, what comparable non-research alternative will be offered for students who do not participate in the study?  (1,500 characters)
     
C.
Informed Consent/Assent

Does the study require an informed consent for or assent form?   FORMCHECKBOX 
  Yes 
 FORMCHECKBOX 
  No

If No…
Please explain why one is not required in 1,500 characters or less.



     



If Yes…
Describe the consent process by answering the following. Use the template guide to draft your consent form(s).    If the study includes participants whose principal language is not English, a translation of all information provided to participants must be included.  ATTACH a copy of all consent documents printed on college or department letterhead.
1) Explain how, when, and where consent will be obtained. Things to include: will a consent form be used, how will consent be negotiated (e.g., telephone, person-to-person, web-based survey), who will provide consent, who will obtain consent, will participants be provided with a waiting period to consider participation, will the participant receive a copy of the consent form, etc.       

2) What steps will be taken to minimize the possibility of coercion or undue influence when choosing to participate in the study?  
      

3) What questions will you ask to assess the subjects’ understanding of the risks and benefits of participation? (Questions should be open-ended.) 
      


4) How will you evaluate the ongoing consent of a participant throughout the study?
      

5) Does your study involve the collection, use, or sharing of Protected Health Information?  




 FORMCHECKBOX 
Yes 
 FORMCHECKBOX 
No 





If Yes…
Describe the steps you are taking to prevent inappropriate disclosures of "Protected Health Information".  (4, 000 characters)
     
D.
Protocol Procedures
Provide a concise step-by-step description of each procedure/task in chronological order, including the frequency, duration, and location of each procedure.  If data collection instruments are used, indicate the time needed to complete them, the frequency of administration and the setting in which they will be administered (such as telephone, mail, or face-to-face interview).  ATTACH a copy of each study instrument, including all questionnaires, surveys, protocols for interviews, etc. to your application.
      
E.
Confidentiality:  How will confidentiality and data security be maintained?  
1) Data Security
Check the appropriate box.    FORMCHECKBOX 
  N/A
[Please note the difference between anonymous data and confidential data… Anonymous data cannot be traced back to an individual participant.  A participants’ identity/data will be confidential if an assigned ID code or number is used, but it will not be anonymous. ]
a.  FORMCHECKBOX 
 
Public - Information will be individually-identifiable when published, presented, or made 
available to the public. 

b.  FORMCHECKBOX 
 
Anonymous – The data/specimens will not be labeled with any individually-identifiable 
information (e.g., name, SSN, medical record number, home address, telephone number, 
e-mail address, etc.) or labeled with a code that the researcher can link to individually-
identifiable information. 


c.  FORMCHECKBOX 
 
Confidential – Data is protected and will not be disclosed.  However, the data may 
potentially be linked/traced back to an individual participant.  For example, by the 
researcher/s in face-to-face interviews, focus groups.
i.  FORMCHECKBOX 
 
Confidential - Coded Data.  The data/specimens will be labeled with a code 
the researcher can link to individually-identifiable information. Describe below 
how the key to the code will be securely maintained by checking the 
appropriate box below. 

 FORMCHECKBOX 
 
Paper records will be used. The key to the code will be secured in a locked container (such as a file cabinet or drawer) in a locked room. The coded data and/or specimens will be maintained in a different location. 

 FORMCHECKBOX 
 
Computer/electronic files will be used.  The key to the code will be in an encrypted and/or password protected file. The coded data file will be maintained on a separate computer/server. 

 FORMCHECKBOX 
 
Other (please specify) or provide additional pertinent information. 
     
ii.
 FORMCHECKBOX 
 
Confidential – Direct Identifiers. The data and/or specimens will be directly 
labeled with the individually-identifiable information. 

 FORMCHECKBOX 

Paper records will be used. The information will be secured in a locked container (such as a file cabinet or drawer) in a locked room.

 FORMCHECKBOX 

Computer/electronic files will be used. Computer/electronic files will be used. The information will be stored in an encrypted and/or password protected file.

 FORMCHECKBOX 

Other (please specify), or provide additional pertinent information. 
     
2) Describe the location and method of storage of Informed Consent/Assent Forms and research data.  (1,500 characters)
     
3) Provide the names and titles of individuals (other than University and federal officials) having access to the consent/assent documents, the individually-identifiable information and the key to the code.
     

4)
If individually-identifiable information and/or codes will be retained after completion of data collection, describe how the information will be handled and stored to ensure confidentiality. (Check all that apply.)   FORMCHECKBOX 
  N/A
 FORMCHECKBOX 

All data files will be stripped of individually-identifiable information and/or the key to the code destroyed. 
 FORMCHECKBOX 

All specimens will be stripped of individually-identifiable information and/or the key to the code destroyed. 
 FORMCHECKBOX 

Individually-identifiable information and/or codes linking the data or specimens to individual identifiers will be retained. If this box is checked, describe the following: 
a.   Retention period.      
b.   Justification for retention.      
c.   Procedure for removing or destroying the direct/indirect identifiers, if applicable.      
 FORMCHECKBOX 

Audio and/or video recordings (if applicable) will be transcribed/analyzed and then destroyed or modified to eliminate the possibility that study participants could be identified. 
 FORMCHECKBOX 

Audio and/or video recordings (if applicable) will be retained. If this box is checked, describe: 
a.   Retention period.      
b.   Justification for retention.      
 FORMCHECKBOX 


Other (please specify), or provide additional pertinent information.
     
4) What plan do you have in place to retain your study records and data for a minimum of three years, or as required by your funding agency,  following the completion of your research?

     

5) Specify the method of destruction of data and data storage mediums such as surveys, disks, etc.
     

F.
Identify the Risks.  (Check all that apply.) 

  FORMCHECKBOX 
  N/A, there are no risks to subjects.

 FORMCHECKBOX 
 
Use of confidential records (e.g. educational or medical records)

 FORMCHECKBOX 
 
Manipulation of psychological or social variables such as sensory deprivation, social isolation, psychological stressors

 FORMCHECKBOX 
 
Probing for personal or sensitive information in surveys or interviews

 FORMCHECKBOX 
 
Presentation of materials which participants might consider sensitive, offensive, threatening or degrading
 FORMCHECKBOX 
 
Potential invasion of privacy of participant or family

 FORMCHECKBOX 
   Release or potential release of information to a participant’s employer, teacher, etc.



 FORMCHECKBOX 
 
Social or economic risk, employability, insurability or reputation if the information from the study is disclosed (e.g., sexual attitude, preference or practice; HIV/AIDS or other sexually transmitted diseases, psychological well-being, genetic information, etc.)
 FORMCHECKBOX 
 
Legal risk if the information from the study is disclosed (e.g., illegal drug and/or alcohol use, criminal activity, etc.)
 FORMCHECKBOX 

 
Employment/occupational risk

 FORMCHECKBOX 
 
Risks of placebo use

 FORMCHECKBOX 
 
Risk from delay in normal treatment

 FORMCHECKBOX 
 
Risk associated with exercise or physical 
exertion 

 FORMCHECKBOX 
  
Risk of side effect(s) of intervention

 FORMCHECKBOX 
 
Use of deception

 FORMCHECKBOX 
 
Other risks (specify):       
1) For the risks identified above, describe the likelihood and seriousness of each risk or harm to the study participant.  The described risks/harms must be disclosed in the consent form. (4,000 characters)
 
     


2) Describe your plan to minimize the risks or harms and to protect participants’ welfare.  If the research include vulnerable populations (Section I.I. of application), identify each group and answer this question for each group.  (4,000 characters)
     

3) If during the course of the study, someone discloses information State or Federal law requires be reported to other officials (e.g., child or elder abuse) or ethically might require action (e.g., suicidal ideation, intent to hurt self or others), how will the information be handled? (4,000 characters)

       

4) Describe any anticipated circumstances under which the subject's participation would be terminated by the investigator without the subject's consent to terminate his/her participation.  Example:  the Investigator believes an activity is too physically or emotionally stressful for the participant and terminates the participant from the study.  (4,000 characters)
     


G. 
Risk to participants vs. benefit of study.
1) Describe the anticipated benefits to participants and/or society from the knowledge that may reasonably be expected to result from the study.
      
2) Why do you believe the potential benefits offered by this research project outweigh the potential risks?
     
H.
Research Team
Please provide the following information about your team members, including any co-investigators and your independent research committee members.   (Fields are limited to 30 characters each.)
Name
Title
Agency/Academic Unit
Role in Project
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     




III)  ATTACHMENTS 

 (Check all that apply)
 FORMCHECKBOX 


Informed Consent / Assent documents (participant, parental, minor assent)
 FORMCHECKBOX 
 
Research instruments (questionnaires, interview questions, surveys, tests)
 FORMCHECKBOX 
 
Participant recruitment materials (ads, flyers, e-mails, scripts, letters, etc.)
 FORMCHECKBOX 



Letters of cooperation /permission from other sites, participating agencies, etc.
 FORMCHECKBOX 



HIPAA information and authorization / permission forms

 FORMCHECKBOX 

Certificate in human subjects research training if not already on file in the Office of Research and Sponsored Programs

 FORMCHECKBOX 
 
Proposal for external support
 FORMCHECKBOX 

Project proposal
 FORMCHECKBOX 

Thesis

 FORMCHECKBOX 

Bibliography referenced in Section II.A.2. of the application in a consistent editorial style such as the APA format
 FORMCHECKBOX 

Other supporting materials.  (Specify)      
IV)  CERTIFICATION OF PRINCIPAL AND CO-INVESTIGATOR RESPONSIBILITIES

By placing my initials in the boxes and signing below I agree/certify that:
	PI
	Co -Invest
	

	 
	 
	1.   The information provided in this IRB application is complete and correct.

	 
	 
	2.   I understand I have the responsibility for the conduct of the study, the ethical performance of the study and the protection of the rights and welfare of study participants. 

	 
	 
	3.   I will maintain adequate, current, and accurate records of research data.

	 
	 
	4.   The informed consent process will provide each participant with a copy of the consent form and ensure they fully understand the purpose of the study, the nature of the procedures they are being asked to undergo, the potential risks of these procedures, and their rights as a study participant.

	 
	 
	5.   No modification to the approved protocol or consent materials will be made without first obtaining approval by the Florida Gulf Coast University IRB.

	 
	 
	6.   I will report to the Florida Gulf Coast University IRB in writing, unanticipated problems or adverse events that injure or cause harm to a participant within 24 hours of its occurrence.

	 
	 
	7.   I will notify the Florida Gulf Coast University IRB promptly of any change in the research procedures necessitated in the interest of the safety of a given research participant.

	 
	 
	8.   I will adhere to all requirements for continuing review of the study.

	 
	 
	9.   I will notify the Florida Gulf Coast University IRB within 30 days of the closure of this study or graduation and submit the necessary paperwork for the IRB to close its file.


Signature(s) and initials must be in blue ink.
____________________________________________


__________________________________

Principal Investigator Signature / Printed Name
Date (mm/dd/yyyy)

____________________________________________


__________________________________

Co-Investigator Signature / Printed Name
Date (mm/dd/yyyy)
____________________________________________


__________________________________

Co-Investigator Signature / Printed Name
Date (mm/dd/yyyy)
____________________________________________


__________________________________

Co-Investigator Signature / Printed Name
Date (mm/dd/yyyy)
____________________________________________


__________________________________

Co-Investigator Signature / Printed Name
Date (mm/dd/yyyy)
____________________________________________


__________________________________

Co-Investigator Signature / Printed Name
Date (mm/dd/yyyy)

Print a second copy of this sheet if more than five co-investigators.

V)  FACULTY SPONSOR’S ASSURANCE (if student PI)
By placing a check in the boxes and signing below I agree/certify that as faculty sponsor for this research application:
	Sponsor
	 

	 
	1.   I have thoroughly reviewed the application, including the protocol narrative, and approve it for submission.

	 
	2.   The research is appropriate in design.

	 
	3.   The student or guest investigator is knowledgeable about the regulations and policies governing research with human subjects and has sufficient training and experience to conduct this particular study according to the research protocol.  

	 
	4.   I agree to meet with the investigator on a regular basis to monitor the study’s progress.

	 
	5.   I agree to be available to assist the investigator in solving problems that arise during the course of the study.

	 
	6.   I assure that the investigator will promptly report unanticipated problems and will adhere to all requirements for the study’s continuing review.

	 
	7.   If I am unavailable, e.g. sabbatical leave or resignation, I will arrange for an alternate faculty sponsor to assume responsibility during my absence and I will advise the FGCU IRB, in writing, of such changes.

	 
	8.   If the student graduates or leaves the University, I will provide all necessary documents for terminating the study or continuing review.


Signature(s) must be in blue ink.
______________________________________________

_______________________________

Faculty Sponsor Signature / Printed Name
Date (mm/dd/yyyy)
______________________________________________

_______________________________

Faculty Sponsor Signature / Printed Name
Date (mm/dd/yyyy)

______________________________________________

_______________________________

Faculty Sponsor Signature / Printed Name
Date (mm/dd/yyyy)

______________________________________________

_______________________________

Faculty Sponsor Signature / Printed Name
Date (mm/dd/yyyy)
VI)  ADMINISTRATIVE ASSURANCE AND APPROVAL OF APPLICATION
Signatures must be in blue ink.

Departmental Chair or Equivalent
As Department Chair (or Signatory Official) for the Principal Investigator or sponsoring faculty member, I have reviewed the procedures involved in this protocol and acknowledge that this research is in keeping with the standards set by our College and that it meets all Departmental/ College requirements for the conduct of sound research.
I am familiar with the requirements for Human Subjects Research as explained in the Florida Gulf Coast Human Subjects Research Guidelines and confirm the accuracy of the information stated in this application.  
Department Chair Signature / Printed Name

Date


College Dean
 I am familiar with the requirements for Human Subjects Research as explained in the Florida Gulf Coast Human Subjects Research Guidelines and confirm the accuracy of the information stated in this application.  I have reviewed and approve the procedures involved in this protocol.
Department Dean Signature / Printed Name 

Date


Advising Physician
 I am familiar with the requirements for Human Subjects Research as explained in the Florida Gulf Coast Human Subjects Research Guidelines and confirm the accuracy of the information stated in this application.  I have reviewed and approve the procedures involved in this protocol.

Physician’s Signature / Printed Name 

Date

(Physician signature is needed only if the project involves medical procedures and the investigator is not a licensed physician.)

Issued March, 2011; updated May 2011
9.

