Appendix A: Form A

Application for Certification for Exemption from IRB Review for Research Involving Human Subjects

For use by IR: Date Received in Institutional Research:       /        /                                                                       IRB File No.       

Pellissippi State Technical Community College 

Institutional Review Board
Please note:
1. See the instructions for completing Form A that follow this form.

2. The six exemptions listed on this form corresponding to categories described in 45 CFR 46 do not apply to projects that include participants from vulnerable populations, such as children, prisoners, or pregnant women. If your project involves participants from a vulnerable population, submit Form B. Children are minors under age 18.
3. ALL research involving human participants must follow the provisions of applicable regulations regardless of whether or not IRB review is required. This includes the elements of informed consent.
I. Identification of Project
 Investigator       Title           

Department       Phone      
Email address       Mailing address      
Co-investigator       Title                                                                                           

Department       Phone      
Email address       Mailing address                                                    

Project Title      
External Funding Agency and ID Number (if applicable):

Funding Source       ID Number      
Grant Solicitation Title      
Attach a copy of the grant solicitation, if applicable, for review by the IRB.
Grant Submission Deadline (if applicable)       Project Start Date                             
(No research may be initiated until both the Pellissippi State IRB certification and IERP authorization to conduct research are granted.)

Estimated Completion Date       Projected Duration of Research      
(Include length of time for all aspects of research including final reporting and closing out of budget.)
Other organizations and/or agencies, if any, involved in the study      
Contact Person at other agency       Title      
Department       Phone      
Email address       Mailing address          

============================================================================

Location of Research Project activities (List all)      
II. Exemption Category

Category for Exempt Research per 45 CFR 46 (see definitions on Form A instruction page) 

              1  FORMCHECKBOX 
    2  FORMCHECKBOX 
    3  FORMCHECKBOX 
    4  FORMCHECKBOX 
    5  FORMCHECKBOX 
    6  FORMCHECKBOX 

III. Research Project Concept (Review Criteria required by 45 CFR 46)

1. Goal of the Project      
2. Objective(s) of the Project      
3. Human Subjects (population and how selected)      
4. Methods and Procedures (describe)      
5. Specific Risks to Subjects and Protection Measures      
6. Benefits      
7. Method of Obtaining “Informed Consent” from Participants      
8. Confidentiality and Privacy: Describe the plan for monitoring the data collected to ensure the subjects’ privacy and the confidentiality of the data.      
9. Facilities and Equipment To Be Used in the Research (e.g., identify sites, computers, labs, buildings)      
IV. Responsibilities of the Investigator(s):

By compliance with the policies established by the Pellissippi State Technical Community College Institutional Review Board, the investigator(s) subscribe to the principles stated in the “Belmont Report” and standards of professional ethics in all research, development, and related activities involving human subjects under the auspices of Pellissippi State. The investigator(s) further agree that:

a. Written approval will be obtained from the Pellissippi State Institutional Review Board prior to instituting any change in this research project.

b. Development of any unexpected risks will be immediately reported to the director of Institutional Effectiveness, Research and Planning, who serves as IRB chair.

c. Signed informed consent documents, as appropriate, will be kept for the duration of the project and for at least three years thereafter at a location approved by the Pellissippi State Institutional Review Board.

d. Certification of Exemption by the Pellissippi State IRB does not absolve the  investigator(s) of the activity from ensuring that the welfare of subjects in the activity is protected and that methods used and information provided to gain subject consent are appropriate to the activity and meet all elements of informed consent.

e. Follow the office of Institutional Effectiveness, Research, and Development process to request permission to conduct a research study at Pellissippi State Technical Community College.

V. Attachments:

1. Attach vita of investigator and co-investigator to this application

2. Attach certification of Human Subjects Research Training for investigator and co-investigator

3. Attach grant solicitation, if applicable.

4. Attach completed Informed Consent Document using the appropriate Pellissippi State IRB template(s).

5. Attach other documents used that are described in the Form A Instructions.
VI. CERTIFICATION: The research described herein is in compliance with 45 CFR 46.101(b) and presents with no more than minimal risk as defined by applicable regulations. 

	Print  Investigator Name
	 Investigator Signature
	Date

	
	
	

	Print Co-Investigator Name

 (if appropriate)
	Co-Investigator Signature
	Date

	
	
	

	Print Department Dean Name

	Department Dean Signature

(Project support authorized)
	Date

	
	
	


	For Use of IRB Chair only:


	 FORMCHECKBOX 
 Exemption approved

 FORMCHECKBOX 
 Exemption denied

For further consideration please submit Form B application.

       

	Signature of IRB Chair:
	Date:






Rev. 05/2008
Instructions for Completing Form A

For questions and/or additional information regarding Form A, contact Sharon Yarbrough, the Director of Institutional Effectiveness, Research and Planning, who serves as IRB chair, by e-mail or by phone at (865) 694-6526. 
Investigators: 

Please discuss your proposed research with the director of Institutional Effectiveness, Research and Planning/IRB chair before you begin preparing an IRB Form A application.  If your project only exposes your subjects to minimal risks and you do not intend to use subjects from vulnerable populations, then complete the Form A application. Research using human subjects that meets category requirements must be certified as exempt by the Pellissippi State IRB before the subjects are contacted and research begins.  With this approval you are assured that the research is in compliance with policies and procedures of Pellissippi State and the Tennessee Board of Regents.
Submission process requires two forms of the application to be submitted simultaneously, as described below (the submission date must be the same on both forms):

1. One application form must be submitted electronically directly to the Pellissippi State Institutional Review Board Chair: slyarbrough@pstcc.edu
2. One original hard copy of the application including original signatures must be submitted to the Pellissippi State Institutional Review Board Chair.

Note: The signature of the department dean confirms department support and approval to submit the request to the Pellissippi State IRB.

I. Identification of Project

· Investigator and Co-Investigator (if applicable):

· Complete Name, Title, Department, Phone, Email address, Mailing address

· Project Title (indicate if this is a temporary/working title)
· External Funding Source/ID#/Grant Solicitation Title/ Deadline: if not applicable to your project, mark “NA”

· Project Start Date: Anticipated start date upon IRB approval and if funds are awarded if requested. Note:  No research may be initiated until both the Pellissippi State IRB certification and IERP authorization to conduct research at Pellissippi State are granted.
· Project Completion Date: Estimated ending date

· Duration of Research: Please estimate

· Other organizations and/or agencies involved: List all

· Other contact person(s): Complete Name, Title, Department, Phone, Email address, mailing address
· Location of Research Project Activities: List Pellissippi State campus location and/or off-site locations
II. 
CATEGORY or CATEGORIES FOR EXEMPT RESEARCH PER 45 CFR 46: After reading the categories from the federal regulations (see below), please check the appropriate box or boxes from the six options provided on Form A.


Note: The following exemptions do NOT apply when (a) deception and/or withholding of information from subjects is needed for adequate testing of a hypothesis; (b) subjects are under the age of eighteen; (c) the activity may expose the subject to discomfort or harassment beyond levels encountered in daily life; or (d) fetuses, pregnant women, human in vitro fertilization, children, or individuals involuntarily confined or detained in penal institutions are subjects of the activity. 

Categories

Referring to the extracts below from Federal regulations, cite the paragraph(s) by number which you deem entitle this research project to certification as exempt from review by the Institutional Review Board. 45 CFR 46.101(b): Research activities in which the only involvement of human subjects will be in one or more of the following categories are exempt from IRB review pending IRB certification:

(1) Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as: (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.
(2) Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless: (i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and (ii) any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation.


PLEASE NOTE: An exemption cannot be used when children are involved for research involving survey or interview procedures or observations of public behavior, except for research involving observation of public behavior when the investigator(s) do not participate in the activities being observed.
 [45 CFR 46.401(b)]

(3) Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under paragraph (2) above, if: (i) the human subjects are elected or appointed public officials or candidates for public office; or (ii) Federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

(4) Research involving the collection or study of existing data, documents, records, pathological specimens or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.

(5) Research and demonstration projects which are conducted by or subject to the approval of Federal Department or Agency heads, and which are designed to study, evaluate, or otherwise examine: (i) public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs.

(6) Taste and food quality evaluation and consumer acceptance studies, if wholesome foods without additives are consumed or if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminants at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the US Department of Agriculture. 


III. 
RESEARCH PROJECT CONCEPT

1. Goal of the project
· Provide a brief rationale of the project in non-technical language so that reviewers from other disciplines can understand and identify the goals and objectives of the project.
· State the benefit to be accomplished and expected significance.

2. Objective(s) for the period of the project 
· Briefly state, in non-technical language, the purpose of the research, with special reference to human subjects involved.

· If you are seeking external support for this project, the objectives listed must coincide with the goals and objectives made in any application for support.
· The objectives listed in this section should coincide fully with the objectives described to participants in the consent form. 

· Objective statement(s) are to be specific and, measurable describing quantitative expectations including process and outcomes of what will be achieved during the project.

3. Human Subjects
· Describe participants, population, and sample explaining rationale for using any special groups, such as children, pregnant women, prisoners, students, cognitively impaired, institutionalized individuals, or any participants whose ability to give voluntary and informed consent may be questioned.  Give rationale for projects that restrict participants based on gender.

· State how you will gain access to those participants identifying the source of your participants (school systems, college and universities, hospitals, private companies, religious groups, governmental entities, community groups, etc.). Describe the method for recruiting participants including letters of permission and/or assent that are required from entities other than Pellissippi State. Letters of permission should authorize the investigators to contact potential participants, authorize use of the facilities and/or access to records of that entity. These letters must accompany the Form A.
· Include the criteria for selection and exclusion disclosing any relationship between researchers and participants (such as teacher/student; employer/employee; or superintendent//teacher).
If an incentive is to be used, identify the incentive for participation, payment procedures, and 
provide a rational for using the incentive. Keep in mind that the value of incentives to participants is relative, and reviewers may consider highly valued incentives coercive. 
Investigators who plan to recruit Pellissippi State students and offer extra course credit for student participation must follow the procedures maintained in the department whose classes 
are used. Departmental letters of permission must be attached to the Form A application.
Include the number of participants you anticipate using.  Include the duration of involvement and any special characteristic necessary to the research.

4. METHODS and PROCEDURES

· Briefly enumerate, in non-technical language, the research methods that directly involve use of human subjects.

· State the procedures for data collection and experimental research methods used in the project.

· State measures: instruments, survey, questionnaire, instructions, and cover letters to be used in the project. Describe how data will be analyzed and interpreted.

· Clearly distinguish between control and comparison, and experimental and treatment participant groups.

· State whether data will be confidential or anonymous, how data will be disposed, and who will have access to the data. 

· Information provided in this section should be consistent in every detail with the description provided to participants in the consent form or procedure. (Any omission or deviation in the methods and procedures information provided in the consent process must be justified.) 

·  Include non-technical descriptions of stresses to participants, experimental manipulations, tests or measures, surveys, interviews, observations, photography, and video and audio recordings.  

· If the project involves audio taping, videotaping, or photography of participants, explain the need for these methods and describe how the data will be used. Describe how the film or tapes will be stored, and when and how they will be destroyed. Identify the individuals who will have access to the tapes and film, and on what basis they will have access.  If the tapes or film are to be used in the future, explain the procedures for obtaining the participants’ informed consent for those uses, and the conditions under which the tapes or film would be used.

· Attach a single copy of the Informed Consent Form with IRB application A. 

5. SPECIFIC RISKS AND PROTECTION MEASURES
· Provide sufficient detail to permit reviewers, who may not be familiar with your area of study, to evaluate any specific risks to the participants of this research.

· Specify all potential risks to participants of the proposed research. 

· Estimate the nature and amount of potential risk, stress, or discomfort and assess the likelihood and its seriousness. 

· Describe the precautions you will take to reduce risk and assess the effectiveness of these protective measures.

· Identify specific controls, screening methods, and follow-up to assure no residual physical, psychological, or social damage to the participants.

· If appropriate, include a description of the means you will use to assist or treat participants who may incur injury from one or more of the risks identified in this section.

6. Benefits
· Evaluate the reasonableness of the risks stated in Section 5 in relation to the anticipated benefits (e.g., desired outcomes), if any, to the participants and/or to society.  

· If the risks are minimal, state that the risks are minimal and include a statement of anticipated benefits.

· Note that in most research projects, the only relevant benefits are those that contribute to generalizable knowledge in a field of research. In these cases, participant benefits are incidental. Do not inflate the significance of incidental benefits to participants in your Form A application or your informed consent procedures.

· Please note that payment for participation in research is an incentive for participation, and should not be considered a “benefit” of the research.

7. Method of Obtaining “Informed Consent” from Participants

·  Investigators are required to use the Pellissippi State IRB “Informed Consent Templates” to ensure that all federal regulations in 45 CFR 46 are met. investigators are responsible for completing the template with information that accurately describes participation in the project.
· Any modifications of the template must have IRB approval. Investigators should contact the director of Institutional Research, who serves as IRB chair, for further information.
· Additional information regarding informed consent is found in Section 5.0 and in Appendix I.

8. Confidentiality and Privacy
· Describe the plan for monitoring the data collected to ensure the subjects’ privacy and confidentiality of the data.

· Include the methods and provisions by which you will address the issue of anonymity of data.  Note that anonymity is only possible if the investigator cannot discover the participant’s identity from data collected.

· Identify security measures, such as limiting access to data, purging identification information from data, securing files, and other appropriate measures. Identify to whom access is given.

· If the confidentiality of the participants’ identities or data cannot or will not be protected, state how you will inform participants of this fact before their participation.

IV. Responsibilities of the Investigators
· Investigators are responsible for reading and understanding their responsibilities to comply with federal regulations.
V. 
Attachments to Form A

· Attach professional curriculum vita to the application. Include any past experiences as a investigator or co-investigator on projects or experience with human subject research.
· The investigator and co-investigator are required to document training in human subject research and federal regulations. See Appendixes E and J.
· Attach a copy of the grant solicitation proposal, if applicable

· Attach a copy of the informed consent document after completing the fields in the Pellissippi State IRB “Informed Consent Template”

VI. Certification

· Original signatures are required on the hard copy of Form A that the investigator submits to the office of Institutional Effectiveness, Research and Planning.
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