Appendix B: Form B

Application for Review of Research Involving Human Subjects


For use by IR: Date Received in Institutional Research:       /       /                                                                             IRB File Number      

Pellissippi State Technical Community College 

Institutional Review Board
Instructions for Completing Form B follow this form. 

Indicate Type of Request:

Form B-1: Expedited Review Request  FORMCHECKBOX 

                      Form B-2: Full Board Review  FORMCHECKBOX 

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 application, 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. Expedited Category

Category for Expedited Research per 45 CFR 46 (see definitions on Form B instruction page) 

              1  FORMCHECKBOX 
    2  FORMCHECKBOX 
    3  FORMCHECKBOX 
    4  FORMCHECKBOX 
    5  FORMCHECKBOX 
    6  FORMCHECKBOX 
    7 FORMCHECKBOX 
    8  FORMCHECKBOX 
    9  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 or 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)      
10. Qualifications of the Investigator(s) To Conduct This Research      
IV. Responsibilities of the Investigator(s):

In 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:

1. Written approval will be obtained from the Pellissippi State Institutional Review Board prior to instituting any change in this research project (submit Form D).

2. Development of any unexpected risks will be immediately reported to the director of Institutional Effectiveness, Research and Planning, who serves as IRB chair (also report on Form D).

3. All required forms will be submitted in a timely manner. Human subject research must receive continuing review and approval by the IRB not less than once per year. Investigators are responsible for submitting Form C, “Continuing Review Report,” to the IRB two months prior to the expiration date of the IRB project approval.  Note:  Federal regulations do not allow a grace period. 

4. Signed informed consent documents will be kept for the duration of the project and for at least three years after project completion at a location approved by the Pellissippi State Institutional Review Board.
5. When the project is completed (or if it is not completed), investigators will submit Form D, “Project Status Report: Changes and/or Close-Out.” 

6. 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 proposal, if applicable.

4. Attach completed Informed Consent document using the Pellissippi State IRB template.

5. Attach other documents used that are described in the Form B Instructions.
VI. CERTIFICATION:

For projects applying for expedited review: The research described herein is in compliance with 45 CFR 46.101(b) and presents with  FORMCHECKBOX 
no more than  FORMCHECKBOX 
more than minimal risk as defined by applicable regulations. (Note: check appropriate risk level and mark through the other level.)
	Print  Investigator Name
	 Investigator Signature
	  Date

	
	
	

	Print Co-Investigator Name

 (if appropriate)
	Co-Investigator Signature
	

	
	
	

	Print Department Dean Name

	Department Dean Signature

(Project support authorized)
	Date

	
	
	


	For use of IRB Chair only:
	 FORMCHECKBOX 
 Approved under Expedited Review Procedure

 FORMCHECKBOX 
 Referred to Full IRB for Review
       

	Signature of IRB Chair:
	Date:



Rev. 05/2008

Instructions for Completing Form B

For questions and/or additional information regarding Form A, contact Sharon Yarbrough, the Director of Institutional Effectiveness, Research and Planning 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, who serves as IRB chair, before you begin preparing an IRB Form B application.  If your project only exposes your subjects to minimal risks and you do not intend to use subjects from vulnerable populations, then it may be possible to use a Form A application.  Remember that all research using human subjects must be approved 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 support by the department 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. Expedited Review Procedure
A. Overview of Expedited Review

· Research activities that (1) present no more than minimal risk to human subjects, and (2) involve only procedures listed in one or more of the following categories, may be reviewed by the IRB through the expedited review procedure authorized by 45 CFR 46.110 and 21 CFR 56.110. The activities listed should not be deemed to be of minimal risk simply because they are included on this list. Inclusion on this list merely means that the activity is eligible for review through the expedited review procedure when the specific circumstances of the proposed research involve no more than minimal risk to human subjects.
· The categories in this list apply regardless of the age of subjects, except as noted.
· The expedited review procedure may not be used where identification of the subjects and/or their responses would reasonably place them at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, insurability, reputation, or be stigmatizing, unless reasonable and appropriate protections will be implemented so that risks related to invasion of privacy and breach of confidentiality are no greater than minimal.
· The expedited review procedure may not be used for classified research involving human subjects.
· Investigators are reminded that the standard requirements for informed consent (or its waiver, alteration, or exception) apply regardless of the type of review – expedited or convened – utilized by the IRB.
· Categories one (1) through seven (7) pertain to both initial and continuing IRB review.

B. Expedited Research Categories
After reading the categories from the federal regulations (see below), please check the appropriate box or boxes on Form B from the nine options provided.
1. Clinical studies of drugs and medical devices only when condition (a) or (b) is met.
a. Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required. (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review.)
b. Research on medical devices for which:

i) an investigational device exemption application (21 CFR Part 812) is not required; or 
ii) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.

2. Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows:
c. from healthy, non-pregnant adults who weigh at least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week; or
d. from other adults and children², considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week.

3. Prospective collection of biological specimens for research purposes by noninvasive means. Examples are: 
a. hair and nail clippings in a non-disfiguring manner;

b. deciduous teeth at time of exfoliation or if routine patient care indicates a need for extraction;

c. permanent teeth if routine patient care indicates a need for extraction;

d. excreta and external secretions (including sweat);

e. uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue;

f. placenta removed at delivery;

g. amniotic fluid obtained at the time of rupture of the membrane prior to or during labor;

h. supra-and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techniques;

i. mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washings;

j. sputum collected after saline mist nebulization.

4. Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves. Where medical devices are employed, they must be cleared/approved for marketing. (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.) Examples are: 
a. physical sensors that are applied either to the surface of the body or at a distance and do not involve input of significant amounts of energy into the subject or an invasion of the subject's privacy;

b. weighing or testing sensory acuity;

c. magnetic resonance imaging;

d. electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography;

e. moderate exercise, muscular strength testing, body composition assessment, and flexibility testing where appropriate given the age, weight, and health of the individual.

5. Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected solely for non-research purposes (such as medical treatment or diagnosis). (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45CFR 46.101 (b)(4). This listing refers only to research that is not exempt.)
6. Collection of data from voice, video, digital, or image recordings made for research purposes.
7. Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies. (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101 (b)(2) and (b)(3). This listing refers only to research that is not exempt.)
8. Continuing review of research previously approved by the convened IRB as follows:

a. where:

i) the research is permanently closed to the enrollment of new subjects;

ii) all subjects have completed all research-related interventions; and

iii) the research remains active only for long-term follow-up of subjects; or

b. where no subjects have been enrolled and no additional risks have been identified; or
c. where the remaining research activities are limited to data analysis.

9. Continuing review of research, not conducted under an investigational new drug application or investigational device exemption where categories two (2) through eight (8) do not apply but the IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk and no additional risks have been identified.

¹ An expedited review procedure consists of a review of research involving human subjects by the IRB chairperson or by one or more experienced reviewers designated by the chairperson from among members of the IRB in accordance with the requirements set forth in 45 CFR 46.110.

² Children are defined in the HHS regulations as "persons who have not attained the legal age for consent to treatments or procedures involved in the research, under the applicable law of the jurisdiction in which the research will be conducted." 45 CFR 46.402(a) 
Source: 63 FR 60364-60367, November 9, 1998.

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. 

· If investigators have reason to withhold information about the objectives from participants, they must justify this action in “Methods of obtaining informed consent.”

· 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 B application at the time of submission for review. 
· 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 B 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 B. 

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 B 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 is the IRB chair, for further information.
· Additional information regarding informed consent is found in Section 5.0 of this document and in the Informed Consent Appendix I. See Appendix T for templates for Informed Consent.

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.
9. Qualifications of the Investigator(s)
Investigators must specify their relevant qualifications and those of other investigators involved in this project to perform the proposed research. Include qualifications of personnel working on portions of the research where special training, certification, or licensing is required for the performance of tasks. Experience and expertise is required when involving participants classified as vulnerable, such as children, pregnant women, prisoners, cognitively impaired, or institutionalized individuals.
IV. Responsibilities of the Investigators
Read these carefully so you understand what your responsibilities are to comply with the federal regulations.
V. Attachments to Form A
1. Attach your curriculum vita to the application. Include any past experiences as a investigator or co-investigator on projects or experience with human subject research.
2. The investigator and co-investigator are required to document training in human subject research and federal regulation. See Appendixes E and J.
3. Attach a copy of your grant proposal, if applicable

4. Attach a copy of your informed consent document, completing the fields in the Pellissippi State IRB “Informed Consent Template”

VI. Certification

· Original signatures are required on the hard copy of Form B that the investigator submits to the chair of the Pellissippi State Institutional Review Board

· Only research that involves no more than minimum risk is eligible for expedited review.
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