

Date       




IRB Review # (Completed by IRB Manager)       




 FORMCHECKBOX 
 New Project
 FORMCHECKBOX 
 Continuation of Existing Project
Responsible Principal Investigator       
Project Title       
Project Start Date       


Project End Date       
PI E-mail Address       


Phone       

Fax       
Project Funding Source (awarded or anticipated)       



Type of Funding    FORMDROPDOWN 

Co-Investigator(s) (List name(s), contact information, and role(s) of others working on this project.)      
Purpose (Describe the reason for the project, not the expectations of the project.)
     
Brief Project Description (Briefly describe the research design.)

     
Federal Code of Regulations 45 CFR 46.101b identifies the following exemption categories.  Unless otherwise required by department or agency, research activities in which the only involvement of human subjects will be in one or more of the following categories are exempt from this policy. (45 CFR 46.101)
These exemptions do NOT apply when (a) deception of subjects may be an element of the research; (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, individuals who are mentally impaired, or individuals involuntarily confined or detained in penal institutions are subjects of the activity.
Identify which exemption category(ies) apply to your project.  Explain how your project fits into the category.

1. Research conducted in established or commonly accepted educational settings, 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 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.

If Yes, Please Explain      
2. Research involving the use of educational tests (cognitive, diagnostic, aptitude, 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

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 liked 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.

If Yes, Please Explain      
3. Research involving the use of educational tests (cognitive, diagnostic, aptitude, 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


achievement), survey procedures, interview procedures, or observation of public 
behavior that is not exempt under paragraph Category # 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.


If Yes, Please Explain      
4. Research involving the collection or study of existing data, documents, records, 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


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 indirectly through identifiers linked 
to the subjects.


If Yes, Please Explain      
5. Research and demonstration projects which are conducted by or subject to the 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No  

approval of department or agency heads, and which are deisgned to study, 
evaluate, or otherwise examine: (i) public benefit or service programs; (ii) 
procedures for obtained 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.


If Yes, Please Explain      
6. Taste and food quality evaluation and consumer acceptance studies, (i) if 

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

wholesome foods without additives are consumed or (ii) 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 contaminant 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 U.S. Department of Agriculture.

If Yes, Please Explain      
I,      , the responsible principal investigator, verify the above to be current and accurate.

__________________________________



_____________
investigator’s Signature





Date

Investigator’s Responsibilities:

· DO NOT BEGIN your project until the MECC IRB gives written notice of approval.
· You must inform the MECC IRB of any changes in method or procedure that may alter the status of this project.  Any modification must be submitted to the IRB for approval. 
· The term “exempt” refers to the requirement for continuing IRB review, but not the general requirements for informed consent and protection of subjects.  Thus, even if the project is exempt, the PI must inform potential subjects of the proposed procedures and their rights as subjects.
· Approval may be granted for a maximum of one year.  Annual continuation requests must be made to the IRB two months prior to the approval expiration date.
This form and all other project documentation presented for IRB review must be kept confidential and is for the strict use of the Mountain Empire Community College Institutional Review Board only.

The following documents must be submitted with this completed form:

1. Copy of complete research proposal/project description


 FORMCHECKBOX 

2. Documentation of Human Subject Protection Training


 FORMCHECKBOX 

Submit all completed documents to the MECC IRB Manager:
Nikki Morrison

Dalton Cantrell Hall, Room 234
276-523-2400, ext. 416

Fax: 276-523-7485
nmorrison@mecc.edu
	Signature of IRB Chair:
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	 FORMCHECKBOX 
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MECC Institutional Review Board
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