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Human Subjects Office (HSO)

629 Boyd GSRC  Athens, GA 30602-7411

Phone: 706-542-3199  Fax: 706-542-3360   irb@uga.edu
DHHS Assurance No.: FWA00003901

INSTITUTIONAL REVIEW BOARD (IRB)
HUMAN RESEARCH APPLICATION
  To submit: http://ovpr.uga.edu/hso/tasks/application



Section A: PROJECT INFORMATION

 1. Study Title:       
2. Application Type: 
 FORMCHECKBOX 
 New Project           FORMCHECKBOX 
 Response to Initial Review (All revisions must be in italics or different font color.)                  


                                 FORMCHECKBOX 
 5-Year Renewal;  Previous IRB number:        



 FORMCHECKBOX 
 Regular Submission for a Developmental Approval;  IRB number:       

3. Principal Investigator (PI):  (Must be UGA faculty or senior staff.  See Eligibility to Serve as PI.)

Name:      
   Title:  FORMDROPDOWN 

Department Name:      


 FORMCHECKBOX 
 COE



Mailing Address:      
Phone:          UGA E-mail (Required):      
4. Co-Principal Investigator: (For student project/thesis/dissertation, the student serves as the co-PI.)
Name:                    Title:  FORMDROPDOWN 

Department:      
Mailing address:      
Phone:          UGA E-mail (Required):      
5.  Anticipated Start Date:  (Must be at least 4 weeks after application is received.)         

Section B:  PROJECT FUNDING


1. Funding Status:  
 FORMCHECKBOX 
 Funded             FORMCHECKBOX 
 Pending               FORMCHECKBOX 
 No Funding       
   



 FORMCHECKBOX 
 Primary Awardee is UGA

 FORMCHECKBOX 
 Sub-Award or Sub-Contract to UGA
2. Funding Source:
 FORMCHECKBOX 
 Internal 

Account #:      






 FORMCHECKBOX 
 External

Funding Source:      
OSP Proposal or Award #:      
3.  Name of Grant Proposal or Award PI (if different from PI of this IRB Application):      
    
4.  Proposal or Award Title (if different from title of this IRB Application):        
5.  Describe the scope of this IRB Application compared to the grant proposal (sub-award or statement of work) related 
      to this project. 


 FORMCHECKBOX 
 All human subjects activities in the grant proposal are covered in this IRB Application.

 FORMCHECKBOX 
 Not all human subjects activities in the grant proposal are covered in this IRB Application; however, these activities will be covered in future UGA IRB Application(s). 
 FORMCHECKBOX 
  Not all human subjects activities in the grant proposal are covered in this IRB Application; however, these activities have been covered in another UGA IRB Application.  Identify the UGA PI (if different from PI of this IRB Application) and the IRB Project Number:       
 FORMCHECKBOX 
  Not all human subjects activities in the grant proposal are covered in this IRB Application; however, these activities have been or will be reviewed by another institution’s IRB.  Identify the PI and name of the other institution:       

 FORMCHECKBOX 
  Other; please explain:       
Section C:  STUDY PERSONNEL / RESEARCH TEAM

Identify additional personnel who will be engaged in the conduct of human research.  Important Note: All researchers are required to complete the CITI IRB Training prior to submission of this application. This application will be returned to PI for resubmission if training requirement has not been satisfied.  To add more names, bring cursor to outside of last row, and press “enter” key. 

	Name (include Title)
	E-mail 
	*Institution (if UGA, include Department)


	     
	     
	     


	     
	     
	     


*Submit an Individual Investigator Agreement for all study personnel affiliated with an institution that does not have an assurance with the Office for Human Research Protections or OHRP (typically, local  schools, private doctors’ clinics).
Section D:  PRINCIPAL INVESTIGATOR’S ASSURANCE
As the Principal Investigator, I have the ultimate responsibility for the conduct of the study and the protection of the rights and welfare of human participants.  By affixing my signature below,
· I assure that all the information contained in this Human Research Application is true and all the activities described for this study accurately summarize the nature and extent of the proposed participation of human participants.  

· If funded, I assure that this proposal accurately reflects all procedures involving human participants described in the grant application to the funding agency.

· I agree to comply with all UGA policies and procedures, as well as with all applicable federal, state, and local laws on the protection of human participants in research.

· I assure that all personnel listed on this project are qualified, appropriately trained, and will adhere to the provisions of the approved protocol.

· I will notify the IRB regarding any adverse events, unexpected problems or incidents that involve risks to participants or others, and any complaints.

· I am aware that no change(s) to the final approved protocol will be initiated without prior review and written approval from the IRB (except in an emergency, if necessary to safeguard the well-being of human participants and then notify the IRB as soon as possible afterwards).

· I understand that I am responsible for monitoring the expiration of this study, and complying with the requirements for an annual continuing review for expedited and full board studies.  

· If human research activities will continue five years after the original IRB approval, I will submit a new IRB Application Form. (Exceptions: If the research is permanently closed to the enrollment of new participants, all participants have completed all research-related interventions, and the research will remain active only for long-term follow-up of participants; or if the remaining research activities are limited to analysis of individually-identifiable private information.)

· I understand that the IRB reserves the right to audit an ongoing study at any time.  

· I understand that I am responsible for maintaining copies of all records related to this study in accordance with the IRB and sponsor guidelines.

· I assure that research will only begin after I have received notification of final IRB approval.
· I will promptly notify the IRB if the study has been completed, terminated, or closed.
Signature of Principal Investigator   _____________________________________      Date (mm/dd/yyyy):       
Section E:  CONFLICT OF INTEREST (COI)


1.
Is there any real, potential, or perceived conflict of interest on the part of any study personnel (e.g., financial or business 


interest, stock or stock options, proprietary interest, inventorship, consultant to sponsor)?    FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No

2.
If yes, please identify personnel and explain.  Important Note: Please review the UGA Conflict of Interest Policy.  Final IRB 


approval cannot be granted until all potential conflict matters are addressed.       
Section F:  LAY PROJECT SUMMARY

Briefly describe in simple, non-technical language a summary of the study, its specific aim(s)/objective(s), and its 
significance or importance.  Response should be limited to 250 words and easily understood by a layperson.       
Section G:  HUMAN RESEARCH PARTICIPANTS


1.  Provide a general description of the targeted participants (e.g., healthy adults from the general population, children enrolled in an after-school program, adolescent females with scoliosis), and indicate the total maximum number (or range) of participants needed to complete the study, the targeted gender (males, females, or both), and age/age range (e.g., 18 years old and above).  To add a row, bring cursor to outside of last row, and press “enter” key.
	Targeted Population
	Total Number/Range
	Targeted Gender 
	Specify age or age range

	     
	     
	     

	     

	     
	     
	     

	     


2. 
Identify the inclusion and exclusion criteria.  If two or more targeted populations, identify eligibility criteria for each.

a. List inclusion criteria.       

b. List exclusion criteria.       
3.  Describe how eligibility based on the above inclusion/exclusion criteria will be determined (e.g., self-report via a screening questionnaire, hospital records, school records, additional tests/exams, etc.).          
4.   If the research will exclude a particular gender or minority group, please provide justification.        

4. 
Will participants receive any incentives for their participation (e.g., payments, gifts, compensation, reimbursement, services without charge, extra class credit)?     FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No



a. If yes, please describe.  For multiple sessions, include scheme to pro-rate incentives.      

b. If offering extra class credit, describe a comparable non-research alternative for receiving incentive.      
Section H:  RECRUITMENT PROCEDURES

1. 
If applicable, describe how potential participants will be initially identified (e.g., public records, private records, etc.).      
2. 
Describe when, where, and how participants will be initially contacted.      
3. 
Recruitment is the process by which potential participants are informed of, and invited to participate in, the research study.  Materials that will be used to recruit participants in any form or medium, verbally or in writing, must receive prior IRB review and approval.  Check all that apply below and submit (for multiple materials, please label/identify each material accordingly).


 FORMCHECKBOX 
  In Person 





 FORMCHECKBOX 
  Phone call




 FORMCHECKBOX 
  Flyers/Brochures/Bulletin boards              


 FORMCHECKBOX 
  Letters

 FORMCHECKBOX 
  Media advertisements (e.g., newspaper, radio, TV announcements)



 FORMCHECKBOX 
  Electronic media (e.g., listserv, emails, social media); please specify                       


                              

 FORMCHECKBOX 
  UGA Research Pool; please identify      


 FORMCHECKBOX 
  Other (please describe)      
4.  Describe any follow-up recruitment procedures (and submit follow-up recruitment materials).       
Section I:  RESEARCH, DESIGN, METHODS AND PROCEDURES


1.
Briefly describe the overall research design and method(s) of data collection.   The detailed study procedures must be described in Section I.4 below.       
2.

If applicable, identify specific factors or variables and treatment conditions or groups (include control groups).       
3.

Indicate the number of research participants that will be assigned to each condition or group, if applicable.       
4. 
Describe in detail, and in sequence, all study procedures, tests, and any treatments/research interventions.  For surveys,


questionnaires, interviews, focus groups, or similar methods of data collection, describe the setting and manner of data collection (e.g., in-person/face-to-face, paper-and-pencil, telephone, web-based/online, etc.).  Describe if there will be audio recordings, video recordings, or both.  Include any initial screening for eligibility or follow-up(s).  If procedures are long and complicated, use a table, flowchart or diagram to outline the study procedures. Important Note: Distinguish between those procedures that are considered regular (educational) practice/intervention or standard (medical) treatment/therapy (i.e., procedures that will be conducted [or participants would receive] even if not participating in the research) versus those procedures that will be conducted solely for ‘research’ purposes.  
5.
Describe the proposed data analysis plan and, if applicable, any statistical methods for the study.       
6.
Anticipated duration of research participation (this is for an individual participant; information described here should be consistent with the consent document). If two or more discrete groups will be targeted (e.g., children and their parents/guardians) and duration of participation will be different for each, please describe separately.

a. Number of visits or contacts:         



b. Length of each visit:       

c. Total duration of participation:       
Section J:  DATA COLLECTION INSTRUMENTS

List and describe all the instruments (interview guides, questionnaires, surveys, etc.) to be used for this study.  Attach a copy of all instruments that are properly identified and with corresponding numbers written on them.  If an instrument is not yet finalized or fully designed, provide a sample of the questions or describe the topics/general themes to be covered. If the instrument is available in draft format, please submit a copy and indicate that it is a draft.   To add a row, bring cursor to outside of last row, and press “enter” key.  
	Number
	Instrument
	Brief Description
	Identify group(s) that will complete

	     
	     
	     
	     

	     
	     
	     
	     


Section K:  RISKS AND BENEFITS


Important Note:  Do not respond with “Not Applicable” or “N/A.”   A complete statement must be provided for every item in this section (for example, if there are no risks or benefits to participants, please state this).  If there are procedures that participants would receive that are not considered ‘research’ activities (e.g., regular educational practice or standard medical treatment), please limit description of risks and benefits from procedures that will be conducted solely for ‘research’ purposes.  
1. Risks and/or discomforts  

Describe any reasonably foreseeable psychological, social, legal, economic or physical risks and/or discomforts from all research procedures, and the corresponding measures to minimize these.  Important Note: If there is more than one study procedure, please identify the procedure followed by the responses for both (a) and (b).
a.
 Risks and/or discomforts.         
b.
 Measures to minimize the risks and discomforts to participants.       
2. Benefits  

a. Describe any potential direct benefits to study participants.  If none, indicate so.  Important Note:  Please do not include compensation/payment/extra credit in this section, as these are “incentives” and not “benefits” of participation in research; any incentives must be described in Section G.4.       
b. Describe the potential benefits to society or humankind.       
3. Risk/Benefit Analysis

a.
 Indicate how the risks to the participants are reasonable in relation to anticipated benefits, if any, to participants and the importance of the knowledge that may reasonably be expected to result from the study (i.e., How do the benefits of the study outweigh the risks, if not directly to the participants then to society or humankind?).       
4.  Sensitive or Illegal Activities

a.
 Will study collect any information that if disclosed could potentially have adverse consequences for participants or damage their financial standing, employability, insurability, or reputation (includes but not limited to sexual attitudes, preferences, or practices; HIV/AIDS or other sexually transmitted diseases; use of alcohol, drugs, or other addictive products; illegal conduct; an individual’s psychological well-being or mental health; and genetic information)?

 FORMDROPDOWN 
.  

If yes, respond to b and c below.  Include in the consent document(s) a description of the information and potential risk or harm to participants from the collection of this information.  
b. Describe specific information that will be collected.         

c. Explain how the researchers will protect this information from any inadvertent disclosure.       

5. Reportable Information

a.
 Is it reasonably foreseeable that the study will collect or be privy to information that State or Federal law requires to 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)?   FORMDROPDOWN 



b. If yes, please explain and include a discussion of the reporting requirements in the consent document(s).       

Section L:  DATA SECURITY AND FUTURE USE OF INFORMATION

1. Data Security

 FORMCHECKBOX 
  Anonymous.  The data and/or specimens will not be labeled with any individually-identifiable information (e.g., name, SSN, medical record number, home address, telephone number, email address, etc.), or labeled with a code that the research team can link to individually-identifiable information.
 FORMCHECKBOX 
  Confidential.  The responses/information may potentially be linked/traced back to an individual participant, for example, by the researcher/s (like in face-to-face interviews, focus groups).  If necessary, provide additional pertinent information.       
 FORMCHECKBOX 
  Confidential – Indirect identifiers. The data and/or specimens will be labeled with a code that the research team can link to individually-identifiable information. If the data and/or specimens will be coded, describe below how the key to the code will be securely maintained.  

 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.        
 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. The information will be stored in an encrypted and/or password protected file. 

 FORMCHECKBOX 
   Other (please specify), or provide additional pertinent information.         
If “Confidential-Indirect Identifiers” or “Confidential- Direct Identifiers” is marked, please answer all the following:
Explain why it is necessary to keep direct or indirect identifiers.       
Identify who will have access to the individually-identifiable information and/or the key to the code.         
 FORMCHECKBOX 
  Public.  Information will be individually-identifiable when published, presented, or made available to the public.
2. Future Use/Handling of Information After Collection
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 
  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:

a.  Retention period.       

b.  Justification for retention.        

c. Procedure for removing or destroying the direct/indirect identifiers, if applicable.       
 FORMCHECKBOX 
  Audio recordings (if applicable) will be transcribed/analyzed and then destroyed or modified to eliminate the possibility that study participants could be identified.
 FORMCHECKBOX 
  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.        
Section M:  CONSENT PROCESS

Important Note: The IRB strongly recommends the use of consent templates that are available on the IRB website to ensure that all the elements of informed consent are included (per 45 CFR 116).  If more than one consent document will be used, please name each accordingly.
Describe how, where, and when informed consent will be obtained from research participants (or permission from parent/s or guardian/s and assent from minor participants).       
 FORMCHECKBOX 
 The PI is attaching a copy of all consent documents that participants will sign. 
 FORMCHECKBOX 
 The PI is requesting that the IRB waive the requirement to document informed consent.  A signed consent form may be 

  waived if one of the following criteria is met, check the box that applies.
 FORMCHECKBOX 

1. The only record linking the participant and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality. Each participant will be asked whether the participant wants documentation linking the participant with the research, and the participant’s wishes will govern; or
 FORMCHECKBOX 

2. The research presents no more than minimal risk of harm to participants and involves no procedures for which written consent is normally required outside of the research context.
Provide supporting justification for requesting a waiver to document informed consent.                        
The consent script or cover letter that will be used in lieu of a consent form is attached.   FORMDROPDOWN 

 FORMCHECKBOX 
 The PI is requesting that the IRB approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent set forth in 45 CFR 116, or waive the requirement to obtain informed consent.  An informed consent may be waived if the IRB finds that all of the following have been met:
1.  The research involves no more than minimal risk to the participants;
2.  The waiver or alteration will not adversely affect the rights and welfare of the participants;
3.  The research could not practicably be carried out without the waiver or alteration; and,
4.  Whenever appropriate, the participants will be provided with additional pertinent information after participation.
Provide justification for requesting a waiver of informed consent that meets all criteria 1-4 above.                                    
Section N:  VULNERABLE AND/OR SPECIAL POPULATIONS

1.  Check if some or all of the targeted participants fall into the following groups.  Important Note: Some targeted populations require compliance with additional Subparts and the completion of an Appendix or of specific section (see last column).
 Population Type
Required to Complete
 FORMCHECKBOX 
 Pregnant women, neonates, or fetuses
Appendix for Subpart B
 FORMCHECKBOX 
 Prisoners
Appendix for Subpart C
 FORMCHECKBOX 
 Minors 
 FORMCHECKBOX 
 Mentally-disabled/cognitively-impaired/severe psychological disorders

 FORMCHECKBOX 
 Physically-disabled

 FORMCHECKBOX 
 Terminally ill

 FORMCHECKBOX 
 Economically/educationally-disadvantaged
 FORMCHECKBOX 
 A specific group based on religion, race, ethnicity, immigration status, language, or sexual orientation
 FORMCHECKBOX 
 UGA Psychology Research Pool/Other UGA students/employees

 FORMCHECKBOX 
 Other (please describe)        
2.  Explain justification for including the group(s) checked above in this particular study.       
3. 
Is there a working relationship between any researchers and the participants (e.g., PI’s own students or employees)?   

  FORMDROPDOWN 


a. If yes, please describe.       
4. Describe the  safeguards to protect the rights and welfare of these participants and to minimize any possible coercion or undue influence. For example, amount of payment will be non-coercive for the financially disadvantaged, extra-careful evaluations of participants’ understanding of the study, advocates to be involved in the consent process, or use flyers to recruit participants instead of directly approaching own staff or students.         
Section O:  COLLABORATIVE PROJECT OR OUTSIDE PERFORMANCE SITE

Check one of the two boxes below:

 FORMCHECKBOX 
 This project does not involve any collaboration with non-UGA researchers or performance in non-UGA facilities.
 FORMCHECKBOX 
 This project involves collaboration with non-UGA researchers or performance in non-UGA facilities (e.g., local public school, participants’ workplace, hospital).   If this box is checked, list all sites at which you will conduct this research.  Attach authorization/permission and/or current IRB approval.  Checkboxes below are not clickable so place “X” before or over the box.   To add a row, bring cursor to outside of last row, press “enter” key, and copy/paste the previous cells.

	Name of Institution
	Location (County/State/Country)
	Authorization/permission letter and/or current IRB approval.  

	     
	     
	 FORMCHECKBOX 
 Attached                     FORMCHECKBOX 
 Pending

	     
	     
	 FORMCHECKBOX 
 Attached                     FORMCHECKBOX 
 Pending


IMPORTANT NOTE:  If none of the following applies to your research, this is the END of the application form.
Section P:  METHODS AND PROCEDURES THAT REQUIRE ADDITIONAL INFORMATION

Check all that apply.  Important Note: The items listed below are NOT an inclusive list of methods and procedures that may be used in research studies. Some procedures require the completion of an Appendix or of specific sections (see last column).  
Method/Procedure
Required to Complete

 FORMCHECKBOX 
 Student research (For student’s thesis/dissertation/others)
Section Q (below)

 FORMCHECKBOX 
 Deception, concealment, or incomplete disclosure
Section R (below) 
 FORMCHECKBOX 
 Internet research
Section S (below)

 FORMCHECKBOX 
 Blood sampling/collection
Section T (below)
 FORMCHECKBOX 
 Clinical trial (Drugs, biologics, or devices)
 FORMCHECKBOX 
 Genetic analyses 

 FORMCHECKBOX 
 Data/Tissue repository 
 FORMCHECKBOX 
 HIPAA (Protected health information) 
 FORMCHECKBOX 
 DXA/X-RAY 
 FORMCHECKBOX 
 MRI/EEG/ECG/NIRS/Ultrasound

 FORMCHECKBOX 
 Other (please describe)      
Section Q:  STUDENT RESEARCH
Important Note: The IRB recommends submission for IRB review only after the appropriate committee has conducted the necessary scientific review and approved the research proposal.

1. This application is being submitted for: 
 FORMCHECKBOX 
 Undergraduate Honors Thesis
 FORMCHECKBOX 
 Doctoral Dissertation Research


 FORMCHECKBOX 
 Masters Thesis Research

 FORMCHECKBOX 
 Other (please describe)       

2. Has the student’s thesis/dissertation committee approved this research?    FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No

Section R:  DECEPTION, CONCEALMENT, OR INCOMPLETE DISCLOSURE
1. Describe the deception, concealment, or incomplete disclosure; explain why it is necessary, and how you will debrief the 
participants.  Important Note: The consent form should include the following statement: “In order to make this study 
a valid one, some information about (my participation or the study) will be withheld until completion of the study.”  
     
2. Debriefing Form is attached.    FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No; If no, please explain.        

Section S: INTERNET RESEARCH

If data will be collected, transmitted, and/or stored via the internet, the level of security should be appropriate to the level of risk.  Indicate the measures that will be taken to ensure 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.        

Section T:  BLOOD SAMPLING / COLLECTION

If blood will be collected for the purpose of this research, please respond to all the following:

1.  Route/method of collection (e.g., by finger stick, heel stick, venipuncture):         

2.  Frequency of collection (e.g., 2 times per week, for 3 weeks):        
3.
  Volume of blood for each collection (in milliliters):                  

4.  Total volume to be collected (in milliliters):         
5.

Are participants healthy, non-pregnant adults who weigh at least 110 pounds?   FORMDROPDOWN 

a. If no, indicate if amount collected will exceed the lesser of 50 ml or 3 ml per kg in an 8-week period and if collection will occur more frequently than 2 times per week.       
6.  Will participants fast prior to blood collection(s)?   FORMDROPDOWN 

a. If yes, describe how informed consent will be obtained prior to fasting.       
For Human Subjects Office Use Only


Project #:	                     	Date Received:





Type of Review: (Exempt              (Expedited             (Full Board








IMPORTANT:  Please respond to all the questions.  Do not leave any items blank.  Please note that incomplete applications may result in delayed review.  Click on the hyperlinks (text underlined in blue) to obtain additional information.
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