Last Name of Principal Investigator _________________________ Proposal ________________________

2019-2020
Information for Review of Research Involving Human Subjects (HS)

Fort Valley State University

Instructions for Completing and Submitting the Form on the Use of Human Subjects in Research

(Note: The principal investigator’s department head is to be informed of the HSC disposition of request)

Fort Valley State University’s Human Subjects Committee reports to the Provost and Vice President for 

Academic Affairs.  It is the responsibility of this committee to ensure that human subjects utilized

in research efforts and the manner in which they are involved, meet all federal, state, and local

regulations.  The committee will also review and approve all research protocols and subject release

forms.  The Committee will meet at regular intervals and will annually report to the Provost and Vice President for Academic Affairs of the institution’s compliance. Committee members for 2019-2020 are:

Clarence E. Riley, Jr. (rileyc@fvsu.edu); Chairperson (Veterinary Science and Public Health); Patrice Terrell (Director of Contracts/Compliance); Robin Bright (Chemistry); Jerry Brenner (Rehabilitation Counseling); Mohammed Ibrahim (Agricultural Economics); Jerry Mobley (School Counselor Education); Diane Byrd (Behavioral Sciences); Felicia Jefferson (Biology); Meigan Fields (Political Science); Olliff Weldon (Unaffiliated member).
Committee meeting dates will be posted no later than the second week of the Fall and Spring semesters. Meetings will be held when there are submissions received for committee consideration.  To assure timely reviews, submissions are required electronically and must be received by the chairperson at least one week before a scheduled meeting.  Electronic mail submissions must be in Word document format.   Documents required for each proposal include an Executive Summary, any supporting documentation such as consents etc., and a hard copy of the original form “Information for Review of Research Involving Human Subjects (HS) Fort Valley State University” with all appropriate signatures.
Explanation of items on the form:

State the title of the research project. Please type all material on the form and accompanying materials.

Provide the requested information.  It is the responsibility of the principal investigator to inform the committee, in writing, of any additions or changes in procedures involving human subjects after the project has been approved.  If a student is an investigator, the professor, research advisor, or classroom instructor must be listed as principal investigator and must sign; the student will be the co-primary investigator and also sign and give their relationship to the primary investigator in the space provided.  Co-investigators may include students (graduate and/or undergraduate students).
Items 4-6 are self explanatory.

Item 7 requests a brief description of the project with comments on: a) the statement of the problem, the methods used to gather data and the nature of the data, and b) the procedure for selecting subjects and subject characteristics (race, sex, age, etc.).  The instrument for gathering data must be submitted as an attachment and must be complete to include all questions which will be asked of the respondents.  It must be clearly indicated if any types of incentive are provided to the subjects and if any type of follow-up procedure will be used.

Item 8. Informed consent means that permission of an individual or their legally authorized representative is given and that they are able to exercise free power of choice without undue inducement of any kind.  The basic components of information necessary for informed consent include: (1) An explanation of procedures to be followed and their purposes; (2) A description of any foreseeable discomforts or risks; (3) An itemization of any benefits to be expected; (4) A disclosure of any alternative procedures; (5) An offer to answer any questions concerning the procedures; (6) Instructions that the subject is free to withdraw their consent and discontinue participation at any time without adverse consequences to the subject; (7) Inform researchers of efforts to keep data confidential; and, (8) Specify the amount of time required.  For some surveys involving interviews or mailed questionnaires, modified informed consent may be implied by respondent’s completion of the survey instrument.  In such cases a cover letter detailing the components of the informed consent must be included and/or read to the respondent, and if signed informed consent is to be obtained, a copy of the form used for this purpose, with instructions for its execution, is to be included.

All Consent forms must include, exactly, the following information at the end of the form

Research involving Human Subjects at the Fort Valley State University is carried out under the oversight of the Institutional Human Subjects Committee.  The Human Subjects Committee reports to the Provost and Vice President for Academic Affairs. 
Contact information are as follows:

Dr. T. Ramon Stuart (Provost and Vice President for Academic Affairs)
Phone: (478) 825-6330; E-mail: stuartt@fvsu.edu 
Dr. Clarence E. Riley, Jr. (Chair, Human Subjects Committee)

Phone: (478) 825-6898; E-mail: rileyc@fvsu.edu  

Fort Valley State University is accredited by the Commission on Colleges of the Southern Association of Colleges and Schools to award baccalaureate, masters and educational specialist degrees. Contact the Commission on Colleges at 1866 Southern Lane, Decatur, Georgia 30033-4097 or call 404-679-4500 for questions about the accreditation of Fort Valley State University.

Fort Valley State University is an affirmative action, equal opportunity institution and does not discriminate against applicants, students, or employees on the basis of race gender, ethnicity, national origin, sexual orientation, religion, age, disability, marital or veteran status.

Item 9. If identifiers (names, code numbers, etc.) are used, explain how confidentiality will be maintained. All those persons who assist the investigators and handle data must be informed of confidentiality requirements and agree to abide by these requirements.

Item 10. Identify all procedures that may involve risk and discomfort and explain these as well as the legal and ethical issues. Risk is defined as the exposure to the possibility of injury, including physical, psychological or social as a result of the research or related activity.

Items 11-17 are self explanatory.

Item 18 is to assure that the department head is aware of ongoing research in the unit.

Project HS Number ____________________________ (To be assigned by the HS Committee)

Title of Project:__________________________________________________________________________ 
I agree to provide the proper surveillance of this project to insure that the rights and welfare of any participating or affected human subjects are protected. I will report any adverse reactions to the committee in writing. Additions to, or changes in research procedures after the project has been approved, will be submitted to the committee for review. I agree to request renewal of approval for any project continuing more than one year. 

___________________________________________        ______          __________________________________
       Typed Name of Principal Investigator                   Date            Principal Investigator Signature

_______________________________________         ___________________________________________
       Department                                                             Campus Address (if applicable)
___________________________________________

       Telephone number, Fax number, and E-mail

3.   Typed name and Signature of Co- investigators/Supervisors        Date              Relationship to Principal
                                                                                                                                   Investigator

___________________________________________________        ________     _____________________
___________________________________________________        ________     _____________________

___________________________________________________        ________     _____________________

___________________________________________________        ________     _____________________

(If you have more investigators, add additional page if necessary.)

4.   Principal investigator(s) (check all that apply)

__ Faculty         __ Staff         __ Graduate student          __ Undergraduate Student

5.   Project (check all that apply)

___Research       ___Thesis       ___Dissertation       ___Class project        ___Independent Study
6.   Number of subjects (complete all that apply)

# Adults, non-students: ____        # minors under age 14: ____        # minors age 14-17: ____

# FVSU students:          ____        Other (explain):            ____        Total Subjects:         ____ 
7.   Provide a brief description of proposed research involving human subjects in a separate document entitled Executive Summary, detailing any involvement of human subjects.
8.   Informed Consent:   
___ Signed informed consent will be obtained. (Attach a copy of your form)

___ Modified informed consent will be obtained (See instructions, item 8.)

___ Not applicable to this project.
9.   Confidentiality of Data: Describe below the methods you will use to ensure the Confidentiality of data obtained.
10. What risk or discomfort will be part of the study?  Will subjects in the research be placed at risk or incur discomfort?  Describe any risks to the subjects and precautions that will be taken to minimize these risks.  (The concept of risk goes beyond physical risk and may include risks to subjects’ dignity and self-respect as well as psychological or emotional risks).
11. Check All of the following that apply to your research:

A. ___ Medical clearance necessary before subjects can participate

B. ___ Administration of substances (foods, drugs, etc.) to subjects

C. ___ Physical exercise or conditioning for subjects

D. ___ Samples (blood, tissue, etc.) from subjects

E. ___ Administration of infectious agents

F. ___ Deception of subjects

G. ___Subjects less than 14 years of age and/or  ____ Subjects 14-17 years of age

H. ___ Subjects in institutions (nursing homes, prisons, etc.)

I. ____ Research must be approved by another institution or agency (Attach letters of approval)
J. ____ Survey/Interview

K. ___ Secondary data analysis

If you checked any of the items in 11, please complete the following in the space below (include any attachments as necessary):

Items A-E:  Describe the procedures and note the proposed safety measures. 
Item F:  Describe how subjects will be deceived; justify the deception; indicate the debriefing procedure, including the timing and information to be presented to subjects.

Item G:  For subjects less than 14 years old, indicate how informed consent will be obtained from parents or legally authorized representatives as well as from subjects.

Item H-I:  Specify the agency or institution that must approve the project.  If subjects from an outside agency or institution are involved, a letter of approval/cooperation must accompany application.
Checklist for Attachments and Time Schedule   The following are attached (items 12-15) (please check):
12. Letter or written statement to subjects indicating clearly:
a. ____ Purpose of the research

b. ____
Use of any identifier codes (names, #, etc.), how they will be used, and when they will be removed (see item 17).

c. ____ An estimate of time needed for participation in the research

d. ____
If applicable, the location of the research activity

e. ____
How you will ensure confidentiality

f. ____  In a longitudinal study, when and how you will contact subjects later

g. _ __
That participation is voluntary; nonparticipation will not affect evaluations of the subject

13. ___ Signed consent form (if applicable)

14. ___ Letters of approval for research from cooperating organization(s) or institution(s) (if applicable)

15. ___ Data gathering instrument(s)
16. Anticipated dates of contact with subjects: 
Date of First contact                                                        Date of Last contact

__________________________________________    __________________________________________

Month/Day/Year 




    Month/Day/Year

17. If applicable: An anticipated date that identifiers will be removed from completed survey instruments and/or when audio or visual recordings will be erased:   
_________________________________

Month/Day/Year

18. ________________________
 _________ 

                ____________________________
     Signature of Department Head        Date 

                            Department or Administrative Unit

______________________________________________________________________________________
_______________________ To be Completed by Human Subjects Committee _____________________

____ Project approved 
____ Project not approved 

____ No action required

Clarence E. Riley, Jr., Ph.D.______________     ______________
_________________________________
Committee Chairperson’s Name (Printed) 
       Date 

Signature of Committee Chairperson
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