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Application for Review of Human Participant Research

University of West Georgia Human Research Protection Program

IRB # 


(to be filled out by IRB Administration)
Instructions: Complete this form by checking all appropriate boxes, answering questions completely, attaching required documents and signing the Certification Statement.  Submit application form electronically to irb@westga.edu.  
(Incomplete applications will be returned unreviewed.)
Note: checkboxes can be checked by clicking in the box (, enter text in the blue [Click here to enter text.] field.

Section I: Study Description 

1.
Study Title: Click here to enter text.
2. 
Study Description:  Please describe briefly the objectives of the study with the purpose, research question, and any relevant background information including relevant research literature. 
Click here to enter text.  

3. 
Principal Investigator: Click here to enter text.
Responsible faculty member if student is the PI: Click here to enter text.
Department(s): Click here to enter text.
As Principal Investigator of this research (and responsible faculty member if PI is a student), I agree:

· To ensure all members of the research team complete the required CITI training and any other necessary training to fulfill their study responsibilities.

· To follow the study procedures as described in the IRB approved application letter and comply with the University of West Georgia’s Guidelines for the Review of Research Involving Human Subjects and all IRB communication.

· To uphold the rights and welfare of all study participants.
· To follow all appropriate Department and College procedures for notifying the Chair and/or Dean of my research activities.
· The information submitted within this application is true, complete, and accurate to the best of my knowledge.

· I understand that any false, fictitious, or fraudulent statements or claims may subject me to criminal, civil, or administrative penalties.

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

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

· I will disclose any current or future conflict of interest, including financial, associated with the implementation of this study.
· No change(s) to the final approved protocol will be initiated, including the approved consent form(s) without prior IRB review and written approval, except where necessary to eliminate apparent immediate hazards to subjects.

· I understand 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.

· To maintain accurate and complete research records, including all informed consent documents, for three years from the date of study completion or in compliance with sponsor guidelines.

· The IRB reserves the right to audit an ongoing study at any time.

· I will promptly submit a final report when the research has been completed or is being closed prior to completion.

· Research will only begin after I have received notification of final IRB approval.

The parties (i.e., the IRB and the Principal Investigator and responsible faculty member if PI is a student) have agreed to conduct this application process by electronic means, and this application is signed electronically by the Principal Investigator and by the responsible faculty member if a student is the PI.

My name and email address together constitute the symbol and/or process I have adopted with the intent to sign this application, and my name and email address, set out below, thus constitute my electronic signature to this application.
Click here to enter text.
Click here to enter text. 

PI Name
PI Email address

Application should be completed by student and sent to the Responsible Faculty member.  To approve the research proposed, the responsible faculty member should type their name and email, and submit the application to the UWG IRB at irb@westga.edu.
By signing this application I acknowledge that I have reviewed and approved the protocol for scientific merit, rational, and significance. I further acknowledge that I approve the ethical basis for the study.

Click here to enter text.
Click here to enter text.               

Responsible Faculty Name if PI is a student
Responsible Faculty Email address
1. Do you plan to publish or present off-campus?
☐No
☐Yes

2. Does this research involve any out-of-country travel?
☐No
☐Yes

3. Type of Research, check all that apply:

☐ Faculty Research
☐ Doctoral Dissertation
☐ Master’s or Ed.S. Thesis

☐ Pilot Test
☐ Product of Learning
☐ Other Student Research
4.
Source of Funding:

☐ Not Funded
☐ Funds Awarded
☐ Funds Pending


☐ Federally Funded
☐ University Funded Click here to enter text.

☐ Other: Click here to enter text.
If funds awarded/pending, provide sponsor name, Sponsored Programs number and attach a copy of the contract/grant/agreement.

Click here to enter text.
5.
Is another institution engaged in the research (i.e., an agent of another institution will obtain informed consent, interact with participants to obtain information, or access private identifiable information about participants?


☐ No
☐ Yes   If yes, list institution(s) and whether that IRB will review or rely on the UWG IRB
Click here to enter text.


6.
What, if any, relationship exists between the researcher(s) and agencies (e.g., schools, hospitals, homes) involved in the research? Attach statement of approval (e.g., letter of agreement) from any agencies that will be involved with the research.

If you are employed by the agency where the research will take place, please explain your role/position with that agency and your role in relation to participants.


Click here to enter text.
Section II: Research Personnel
Enter each team member (including PI) in the table below; faculty advisors must be included in the list if the PI is a UWG student. (A member of the research team is defined as one who will: 1) access participants’ private identifiable information, 2) obtain informed consent, or 3) interact with participants.)

	Name
	Role (e.g., PI, co-I, Research Assistant, Research Coor., Faculty Advisor, etc.)
	Responsibilities: Select all that apply from the list of Responsibilities below (e.g., “a, b, c”)
	Receive IRB Correspondence? (Y/N) if yes, provide preferred email address.
	Completed CITI training? (Y/N)

	Name
	Role
	Responsibility
	Correspondence
	Training?

	Name
	Role
	Responsibility
	Correspondence
	Training?

	Name
	Role
	Responsibility
	Correspondence
	Training?


(Note: if you have additional research personnel, please attach a separate sheet with the above information.  Personnel changes made after IRB approval can be submitted via email with the above information. Research personnel information must be received by the ORSO office before PARs will be approved for employee pay.)
Responsibilities:

	a. Screens potential participants
	h. Conducts physical exams

	b. Obtains Informed Consent
	i. Collects biological specimens (e.g., blood samples

	c. Has access to identifiable data
	j. Conducts study procedures

	d. Administers survey
	k. Dispenses medications

	e. Conducts interviews
	l. Supervises exercise

	f. Enters subject data into research records
	m. Educates participants, families, or staff

	g. Analyzes data with identifiable information
	n. Other: describe


Note: In some cases, expertise to perform study procedures (e.g., blood draws, interviewing participants about sensitive topics) should be documented by the IRB to show that risks to participants is minimized. 
Section III: Conflict of Interest
Are there any known or potential conflicts of interest related to this research? 
Conflict of interest relates to situations in which financial or other personal considerations may compromise or involve the potential/have the appearance for compromising an employee’s objectivity in meeting University responsibilities or research activities.
Examples of conflicts of interest include but are not limited to: 
· a member of the research team is in a position of authority over potential research participants(supervisor, teacher/professor, counselor, etc.) 

· an investigator has equity in a business that conducts research in a related area; 
· an investigator will receive an incentive/bonus based on the number or speed of enrollment or outcome of a study; 
· or an investigator or family member is a consultant, holds an executive position or serves as a board member of the research sponsor or its holdings. 

☐ No
☐ Yes
If yes, describe and explain how participants will be protected from the influence of competing interests.
Click here to enter text.
Section IV: Study Procedures

1. Projected data collection dates: begin: mm/dd/yyyy
end: mm/dd/yyyy
2. Describe research procedures as they relate to the use of human participants. Information should include all interaction with participants, what participants will be asked to do, duration of procedures, and frequency of procedures. Include a brief description of the project design (e.g., randomized, cohort, case-control, etc.) including the setting in which the research will be conducted and procedures. (Description should be limited to 250 words and easily understood by a layperson.)
Click here to enter text.
3.  Participants’ identification (check one):

☐
Information is collected so that participants CANNOT be identified directly (by names, images, or other identifiers) or indirectly (by linking responses to participants).

☐
Information is collected so that participants CAN be identified, either directly or indirectly, by the research team but identifying information will not be disclosed publicly. 

☐
Information is collected so that participants CAN be identified, either directly or indirectly, by the research team and identifying information will be disclosed publicly.

4. Check all locations of study procedures that apply:

☐
N/A – online survey

☐ 
University of West Georgia campus, indicate building: Click here to enter text.
☐ 
School system(s):  Click here to enter text.
☐
Off-campus location(s). List: Click here to enter text.
☐
Other. List: Click here to enter text.
5. 
Data Collection


5a. Please check all data collection activities involved in this study:

☐
Paper surveys/Questionnaires

☐
Online Surveys/Questionnaires   Name of Survey Provider: Click here to enter text.
☐
Telephone Surveys/Questionnaires   Name of Survey Provider: Click here to enter text. 

☐
Standardized Written/Oral/Visual Tests

☐
Interviews

☐
Focus Groups

☐
Tasks

☐
Public Observation

☐
Classroom Observation/Worksite Observation

☐
Voice, video, digital or image recordings made for research purposes

☐
Materials (i.e., data, documents, records/specimens) that have been or will be collected

for non-research purposes

☐
Collection or study of materials (i.e., data, documents, records/specimens) that are publicly available or if the information is recorded so that participants cannot be identified, directly or indirectly through identifiers

☐
Materials (i.e., data, documents, records/specimens) that have been collected for another

research project

☐
Moderate exercise and muscular strength testing

☐
Other: explain Click here to enter text.
5b.
If your study does not involve biomedical procedures skip to question #6. Otherwise, select all data collection activities that apply:

☐
Blood samples by finger stick, heel stick, ear stick or venipuncture


Indicate the type of participants and how much blood will be drawn:


☐ From healthy, non-pregnant adults who weigh at least 110 pounds


☐ From other adults or children


☐ How many times per week will blood be drawn? Click here to enter text.

☐ How much blood will be drawn at one time? Click here to enter text.

☐ How much blood will be drawn in an 8-week period? Click here to enter text.

☐ How often will collection occur? Click here to enter text.
☐ noninvasive  procedures to collect biological specimens for research purposes
☐ Sterile Surgical/Invasive procedures

☐ Banking of biological materials

☐ Noninvasive procedures to collect data such as use of physical sensors applied to surface of body and electrocardiography

☐ Procedures involving x-rays (e.g., DEXA scan for body composition)

☐ Ingestion of wholesome foods without additives

☐ Clinical study of a drug/medical device

☐ Genetic testing

☐ Other: describe Click here to enter text.
5c. Is this research FDA-regulated (i.e., is an experiment that involves one or more of the following test articles: foods/dietary supplements that bear a nutrient content/health claim, infant formulas, food/color additives, drugs/medical devices/biological products for human use? ☐ No     ☐ Yes

6. 
Is deception involved?  ☐ No     ☐ Yes


If yes, please describe: 

Click here to enter text.
7. 
Does the data to be collected relate to any illegal activities (e.g., immigration status, drug use, abuse, assault)?


☐ No     ☐ Yes


If yes, please describe:

Click here to enter text.
Section V: Risk and Benefit of Study
1.
The risk to participants must be reasonable in relation to anticipated benefits, if any, to participants and the importance of the knowledge that may reasonably be expected to result.

Select all applicable: (Note: compensation is not considered a benefit)

☐
Participants of the study may directly benefit by: Click here to enter text.

☐
Society may benefit from the study by: Click here to enter text.
2.
Describe the potential risks (e.g., psychological, legal, physical, social harm, loss of confidentiality) to any individual participating in this project: Click here to enter text.
3.
Assessment of level of risk:

☐
Risks (including physical, emotional, social, legal, or financial) are the same as encountered in daily life or during the performance of routine physical or psychological examinations or tests (minimal risk).

☐ 
Risks are more than minimal in that either: a) the probability of harm or discomfort anticipated, or b) the magnitude of harm or discomfort anticipated is greater than that encountered in daily life.

☐
Information to be collected could cause participants to be at risk of criminal or civil liability if responses are disclosed outside of the research setting.

☐
Information to be collected could be damaging to participant’s financial standing, employability, or reputation if disclosed outside of the research setting.
4.
Describe procedures for protecting against, or minimizing, the potential risks:


Click here to enter text.
5.
If human subject data/specimens will be used for future research that is not described above, please explain. (Future use of data/specimens should be disclosed to the participant in the Informed Consent).


Click here to enter text.
Section VI: Participant Population and Recruitment

1.
Number of Participants sought: Click here to enter text.
2.
Targeted Participant Population (check all that apply):


☐ Adults (>= 18 yrs old)
☐ College Students (only 18 or older

☐ Minors (< 18 yrs old) Age range Click here to enter text.
☐ College Student (under 18 my participate


☐ Minorities
☐ Prisoners


☐ Institutionalized Participants
☐ Cognitively or emotionally impaired


☐ Inpatient Participants
☐ Non-English speaking


☐ Outpatient Participants
☐ Pregnant Participants


☐ International research
☐ Employees of a profit or non-profit organization

3.
Federal regulations have established guidelines for the equitable selection of participants. Are participants an appropriate group to bear the burdens of this research?


☐ Yes
☐ No
If no, please explain: Click here to enter text.

Are participants a subset of the population most likely to receive the benefits of this research?


☐ Yes
☐ No
If no, please explain: Click here to enter text.
4.
Explain any inclusion and exclusion criteria for the study:


Click here to enter text.
5.
Recruitment Procedures (how will you find participants?)


☐ Student Subject Pool; indicate pool: Click here to enter text.

☐ Email / Mailing / Handout


☐ Website ad / Newspaper ads / Flyers / Postings


☐ School children with request sent to parents


☐ Participants will be approached by staff members


☐ Other (explain below)



Click here to enter text.

A copy of any recruitment materials must be submitted with this application.

6. 
Explain details of recruitment (e.g., obtain list of student emails from Registrar’s office and send them recruitment email):


Click here to enter text.
7.
Does the research include any compensation, monetary inducements, or reimbursement for participation in this research study?


☐ No

☐ Yes
If yes, explain payment schedule: Click here to enter text.
Section VII: Confidentiality and Safeguards

1.
In most cases, the research plan should include adequate provisions to protect the privacy of subjects. How will confidentiality of participants be maintained (e.g., how will access to participants be controlled)?


Click here to enter text.
2.
Will collected data be monitored to ensure the safety of subjects (e.g., survey includes a question about suicidality so the investigator will…)?


☐ No

☐ Yes
If yes, please explain procedures to ensure safety of participants:


Click here to enter text.
3.
Describe what will be done with the data and resulting analysis:

Click here to enter text.
4.
Describe measures you are taking to safeguard study data (check all that apply):

☐
Data is not linked to identifying information

☐
Maintain consent forms in a separate location from data

☐
Using subject codes on all collected data and maintaining the key linking subject codes with identifiable information in a separate location from data

☐
Locking cabinets/doors. List location: Click here to enter text.
☐
Data kept in area with limited public access. List location: Click here to enter text.
☐
Password protected computers

☐
Encryption
☐
Removable media (e.g., flash drives, etc.) will be kept in a secure location. List location: Click here to enter text.
☐
Other, please describe: Click here to enter text.
5.
Data Sharing:

5a.
What type of data will be shared? (Note: Sharing includes releasing, transmitting and providing access to outside of the research team.) Check all that apply:
☐
Data will not be shared outside the research team

☐
Data collected anonymously

☐
Anonymized or De-linked data. Identity was once associated with data/specimen but identifying information destroyed

☐
Coded and linked data (Data is coded. With the code, the data may be linked back to identifiers, but the link back to identifiers will not be shared.)
☐
Identifiable Data (e.g., names, email addresses, date of birth, IP addresses).  
Indicate which secure method(s) of transmission will be used: Click here to enter text.
5b.
If identifiable data will be shared within or outside of the research team, please explain how it will be shared (check all that apply): 


☐ Secured Website. Please provide name of website: Click here to enter text.

☐ Encrypted email


☐ U.S. Postal Service or other trackable courier services


☐ Fax in a secured area


☐ Shared drive with password protection


☐ Personal delivery by member of research team


☐ Private telephone conversation to member of research team


☐ Other, please describe: Click here to enter text.
6.
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:

☐
A mechanism will be used to strip off the IP addresses for data submitted via email

☐
The data will be transmitted in encrypted format.

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

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

☐
Other, please describe or provide pertinent information:


Click here to enter text.
7.
Secure Disposal of Data: (Note: 45 CFR 46.115(b) and OMC Circular A: 110-.53 require all records pertinent to research to be stored for 3 years.)
7a. How long will the data be stored?

☐ 3 year after study conclusion
☐ 7 years after study conclusion

☐ Indefinitely

☐ Data without identifiers stored indefinitely

☐ Other, please describe (e.g., sponsor requirements): Click here to enter text.
7b. How will data be destroyed?

☐ Paper will be shredded

☐ Biological samples will be destroyed by (method & person): Click here to enter text.
☐ Destroy electronic files from computer / PDAs / removal media (flash drive, CD).
7c.  If electronic files are kept, please explain how these files will be destroyed, method and person:


Click here to enter text.
Section VIII: Informed Consent Process

Consent forms are not valid until they include the assigned UWG IRB number and IRB approval expiration date.
1.
Explain how informed consent will be obtained. If applicable, include information about: the setting, whether participants will have an opportunity to ask questions, and the roles of any non-research personnel involved. If potential participants or their legally authorized representatives (e.g., parents) are non-English speaking, please explain how the investigator will identify these participants and ensure their ability to understand information about the study to provide consent.

Click here to enter text.
2.
If applicable, describe the safeguards in place to protect the rights and welfare of any vulnerable participants (e.g., children, prisoners, pregnant persons, or any population that may be relatively or absolutely incapable of protecting their interest through the informed consent process).


Click here to enter text.
3.
Select factors that might interfere with informed consent:


☐ None known


☐ Research will involve current students in a course/program taught by member of research team


☐ Participants are employees whose supervisor is recruiting/requiring participation


☐ Participants have a close relationship with research team

☐ Other (please specify/indicate any relationship that exists between research team and participants):
Click here to enter text.
3a. For selected factors, describe any efforts to mitigate. Carefully explain how you will mitigate potential coercion to participate if the PI is a teacher, instructor, supervisor, or authority figure to potential participants:
Click here to enter text.
4.
Will participants sign a consent form?


☐ Yes

☐ No

If no, participants must still be provided with a statement regarding the research and one of the following criteria must be met and selected:

☐
The only record linking the participant and the research is the consent document and the principal risk is potential harm resulting from a breach of confidentiality, and the research is not FDA-regulated. Each participant will be asked whether he/she wants documentation linking the participant with the research and the participants wishes will govern: or

☐
The research presents no more than minimal risk of harm and involves no procedures for which written consent is normally required outside of the research context.

5.
Are you requesting a modification to the required elements for informed consent for participants or legally authorized representatives (criteria may be found in the UWG IRB Guidelines for the Review of Research Involving Human Subjects)?


☐ No

☐ Yes
If yes, address criteria to waive elements of consent:


Click here to enter text.

Please send an electronic attachment of this application and any accompanying materials to irb@westga.edu. Questions or comments, please contact Charla Campbell, 678/839-4749.
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