The University of Vermont Committees on Human Research

Instructor’s Assurance Form
For projects that will involve human subjects that are part of a course requirement, complete the form and submit to the Committee.    This is available from the “forms” page of the website and must be submitted and certified prior to the beginning of the course projects.
	DATE STAMP
	Shaded Sections
	PROTOCOL NUMBER

	
	For Committee on Human Research Use Only
	

	

	1.
	COURSE NUMBER AND TITLE
	

	
	

	
	Semester/Year:
	

	
	
	
	
	

	2.
	PRIMARY INSTRUCTOR (All instructors are required to take the Human Subjects in Research training.)

	
	
	
	
	

	
	Primary Instructor Name:
	
	Degree:
	

	
	Dept.
	
	Phone:
	
	E-Mail:
	

	
	Campus/Office Address:
	

	
	Department Chair:
	

	
	If other instructors will be teaching this course, list their names below and which semester.  (Their human subjects training will be checked prior to releasing approval of the assurance.)

	
	


	3.  Briefly describe the project assignment and its educational objective.
         (If applicable, attach a course syllabus or other description of this assignment.)

	

	

	4. How will you determine that each individual project meets the criteria for exemption (check all that apply)? *Note:  Exemptions do not apply to research involving minors except for research involving educational tests or observation of public behavior when the investigator(s) do not participate in the activities being observed. All other research projects with minors require IRB submission.  
      It is strongly recommended that these projects do not involve any subjects less than 18 years of age.

	
	
	  Each student will submit  a “Protocol Exemption Review and Determination” Form to 




me (the instructor), as well as all relevant questionnaires, survey instruments, etc.
	
	
	  I (the instructor) will complete a “Protocol Exemption Review and Determination” 




Checklist for each project.
	
	
	  Other Process (e.g., Departmental Review Committee)  - If checked, please describe:

	
	
	

	
	
	

	5.   How will you determine that appropriate consent will be obtained for each individual project (check all that apply)?

	
	
	  I (the instructor) will review consent forms and ensure all required elements of informed 



consent are  included and will oversee the student’s use of these documents.
	
	
	  I (the instructor) will document that a waiver of documentation of consent (implied

	
	
	     consent) is appropriate according to the federal regulatory criteria listed below.

	
	
	

	
	
	a. The research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside the research context.        OR
b. The only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality.  All subjects, however, must be asked whether they want documentation linking them with the research.  The subject's wishes will govern and should be adequately documented, regardless of final decision.

	
	*The IRB recommends that, when applicable, an information sheet should be provided to the subjects.  See Research Manual for guidance.

	
	
	  I (the instructor) will document that a waiver of consent is appropriate according to the 

	
	
	     federal regulatory criteria listed below.  

	
	
	a. The research involves no more than minimal risk to the subjects.     AND
b. The waiver or alteration will not adversely affect the rights and welfare of the subjects.     AND
c. The research could not practicably be carried out without the waiver or alteration.     AND
d. Whenever appropriate, the subjects will be provided with additional pertinent information after participation.

	
	
	Other Process - If checked, please describe:

	
	
	


	6.
	By submission of this form, I confirm that all projects approved under this assurance will be reviewed by me and determined to fall under one of the following exemptions:  

	
	

	Exemption #1:  Normal Educational Practices and Settings

	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.

	Exemption #2:  Educational Tests, Surveys, Interviews, or Observations

	Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observations 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, or deals with sensitive aspects of the subject's own behavior, such as illegal conduct, drug abuse, sexual behavior or the use of alcohol.
*Note:  This exemption does not apply to research involving minors except for research involving educational tests or observation of public behavior when the investigator(s) do not participate in the activities being observed. All other research projects with minors require IRB submission. 

	Exemption #3:  Identifiable Subjects in Special Circumstances

	Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observations of public behavior that is not exempt under exemption #2, 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.

	Exemption #4:  Collection or Study of Existing Data

	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 the subjects cannot be identified, directly or through identifiers linked to the subjects.

	Exemption #5:  Public Benefit or Service Programs

	Research and demonstration projects which are conducted by or subject to the approval of the [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.

	Exemption #6:  Taste and Food Evaluation and Acceptance Studies

	Taste and food quality  evaluation and consumer acceptance studies, 

(i) if 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 and Safety and Inspection Service of the U.S. Department of Agriculture.


 7.  INSTRUCTOR’S CERTIFICATION
	1. I certify that I will function as the Faculty Sponsor for all research projects chosen by students taking this course and that all projects will be conducted under my supervision and guidance.  I further certify that I will assume final responsibility for the conduct of all research under this assurance in accordance with all federal regulations as well as institutional policies and procedures regulating human research.
2. For any projects which fall outside of the category(ies) listed above, I am responsible for ensuring submission of each non-exempt project to the IRB for the appropriate level of review.  

3. This Assurance is valid only for the course listed above.  If I change the type of assigned research, or teach a different course, I am required to submit an additional Instructor’s Assurance form.
4. It is my responsibility to oversee the activities of any instructors teaching this course as listed in box #2 above.

	 5. Date of Human Subjects Tutorial Completion
	
	

	Policy Statement from the Research Manual: “As the responsible investigator, the faculty sponsor or course instructor is required to complete the Human Subjects in Research tutorial.  Protocol approvals will not be released until that requirement has been met.”  Completion of this requirement is every three years.  The training can be found at http://www.uvm.edu/irb/tutorial/index.html 

	

	x
	
	
	

	Original Signature of Instructor
	
	Date

	
	

	Printed Name
	


Research Protections Office, 213 Waterman Bldg, 85 South Prospect St, Burlington, VT 05405, (802) 656-5040
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