The University of Vermont Committees on Human Research
Protocol Exemption Review and Determination
Complete the Exempt Screening Checklist prior to completion of this form to make sure that the project qualifies as exempt.  This is located on our website.
A.  Committee on Human Research, General Clinical Research Center &/or Vermont Cancer Center

	DATE STAMP
	Shaded Sections
	PROTOCOL NUMBER

	
	For Committee on Human Research Use Only
	

	

	1.
	PROTOCOL/PROJECT TITLE
	

	
	

	
	
	
	
	


	2.
	INVESTIGATOR INFORMATION

	
	
	
	
	

	
	Principal Investigator (PI):
	
	Degree:
	

	
	
	
	
	
	
	

	
	Dept.
	
	Phone:
	
	E-Mail:
	

	
	Campus/Office Address:
	
	Fax
	

	
	PI’s Dept. Chair(s)
	

	
	Is PI UVM Faculty?
	Yes
	
	No
	
	    Is PI FAHC Employee?
	Yes
	
	No
	

	
	Is PI UVM Employee only?
	Yes
	
	No
	
	
	
	
	
	

	
	Is PI a Fellow, Resident, or Student?
	Yes
	
	No
	
	If yes, complete number 11 below.

	
	Please check graduate status if applicable:
	
	
	Graduate
	
	Undergraduate

	
	*NOTE:  Under normal circumstances only UVM or FAHC individuals can be PI.  If you are not affiliated with either UVM nor FAHC, you must stop here and contact the RPO office for additional guidance.


	
	DO YOU WANT TO APPOINT A PRIMARY CONTACT OTHER THAN PI?:
	Yes
	
	No
	

	
	

	
	Investigators wishing to appoint a contact for all IRB communications related to this protocol should complete the contact information requested below.

	
	Contact Full Name
	

	
	Department / Address
	

	
	Campus Phone Number/Pager
	

	
	Fax Number
	

	
	Email
	

	
	


	3.
	OTHER KEY PERSONNEL

	
	
	

	(
	Definition:  All individuals who will have contact with subjects or with research data locally.

It is strongly suggested that key personnel take our human subjects in research training.

	1
	Faculty Sponsor (if applicable):
	
	3
	

	2
	
	4
	


	4.  Fletcher Allen Health Care (FAHC) Compliance Coverage Analysis and Billing Plan Approval

	Will this study involve any FAHC patients (including data and or specimens) or any equipment, facilities, supplies or personnel of FAHC, whether standard of care or protocol-driven, such as laboratory, pharmacy, imaging, EKGs, or other diagnostic or therapeutic items or staff?

	
	Yes
	
	No
	
	

	If the answer to any part of the above question is Yes, the FAHC Compliance Office will need to approve a billing plan prior to the release of IRB approval.  For more information, please reference “Research Billing Compliance” on the Fletcher Allen Health Care website. For additional questions, call Denise Quint in the Fletcher Allen Integrity and Compliance department at 847-9482.  


	5.
	SOURCE OF SUPPORT, CONTRACT/AGREEMENTS, AND FEES

	
	

	
	a. Source of Funding - Check all that apply.

	
	
	UVM/FAHC Department 
	Specify Dept(s):
	

	
	
	UVM Grant processed by SPA Pre-Award Services  – Non-Industry

	
	
	(e.g. NIH, DOD, cooperative groups, other state or local ,private foundations, etc.)

	
	
	Name of Funding Agency
	

	
	
	InfoEd Proposal #
	

	
	
	Funding Agency Grant Number 
	

	
	
	Is this a Program Project grant?
	
	Yes
	
	No

	
	
	If yes, list PI on the Program Project grant
	

	
	
	What is the status of the grant?   
	
	Awarded 
	
	Pending
	
	Just in Time Request

	
	
	If the award is pending or Just-In-Time, do you intend to begin research activities prior to obtaining the funding?
	
	Yes
	
	No

	
	
	
	
	
	
	

	
	
	If yes, the consent form, if applicable, cannot include the funding agency. Once the funding has been received, you must submit an amendment to provide the final awarded grant document and to update the consent form with the funding agency’s name. 

	
	
	Attach corresponding grant proposal.

	
	
	Industry Supported Research processed through UVM SPA Pre-Award Services

	
	
	InfoEd Proposal # 
	

	
	
	Name of Company
	

	
	
	Industry Supported Research processed through FAHC Office of Clinical Trials Research

	
	
	Name of Company
	

	
	
	What support is the Company providing? 

	
	
	
	Monetary reimbursement to FAHC for patient enrollment.

	
	
	
	Test Drug*

	
	
	
	Test Device*

	
	
	
	Other List:
	
	

	
	
	*If the Company is providing only the drug or device, it is not subject to IRB fees. 

	
	b.
	Contracts/Agreements - Contracts are required for any industry supported protocol.

	
	
	If this is an industry supported protocol, what is the status of the contract/agreement?

	
	
	
	Complete
	
	Pending

	
	
	If complete attach a copy.  

If it is pending, which institution is assisting you with its completion?

	
	
	
	FAHC - Office of Clinical Trials Research     or
	
	UVM - SPA Pre-Award Services

	
	c.
	Protocols Subject to IRB Fees 

	
	
	“The University’s Institutional Review Boards (IRBs) charge fees for initial and annual continuing review for all Fletcher Allen Health Care (FAHC) studies sponsored by pharmaceutical firms and other for-profit entities, and to review protocols for outside organizations. Fees are not charged for University or FAHC federal, non-profit foundation, or departmentally-funded studies. The fee schedule is reviewed each year by the IRB and is subject to change.”

	 
	

	
	Does the protocol meet the above criteria? 
	
	Yes
	
	No

	
	If yes, provide the Company’s billing information below.

	
	Name
	

	
	Contact Person Name for the Invoice
	

	
	Contact Person E-mail address
	

	
	Street Address
	

	
	City, State, Zip
	


	6.
	Category of Exemption Under Which You are Applying

	
	

	A.  Justify below and check the applicable exemption category. 

	

	

	
	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.  Note:  This may not constitute “human subjects research” if the investigators/collaborators will not have access to the identities of the subjects.  See guidance on Research Involving Coded Private Information or Biological Specimens.

	
	*Indicate below the time period from which the data or specimens were collected (i.e. between Jan 2000 and Jan 2001, prior to October 2001, etc.)

	
	

	
	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:  

(iii) Public benefit or service programs; 

(ii)   procedures for obtaining benefits or services under those programs; 

(iv) possible changes in or alternatives to those programs or procedures; or 

(v) 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.

	
	

	NOTE:  Cancer-related studies, although exempt from IRB review, MAY not be exempt from Vermont Cancer Center Protocol Review Committee review.   Please refer to their website for further information on submission criteria.


	7.
	SUBJECT INFORMATION

	
	

	A.  Number of Subjects Requested
	

	Note:  This requested number should equal the number of individuals, medical records, or specimens necessary.

	B.  Type of Subjects (check all that apply):

	
	Male
	
	Adults   (Age Range)
	
	
	
	*Cognitively Impaired or Mentally Ill

	
	Female
	
	Minors  (17 or less specify)
	
	
	
	*Pregnant Women

	
	Students or Employees
	
	*Wards of the State

	
	
	*Fetuses

	
	Normal Volunteers
	
	*Non-English Speaking
	
	
	*Prisoners

	
	Other potentially vulnerable subjects (specify)
	

	
	Persons with specific disorder (specify)
	

	*
	NOTE:  If you are including any subjects that have an asterisk, this research is not exempt.  Please complete the Common Protocol Cover Form and follow the instructions for a full submission.

	C.  Will subjects be compensated?
	Yes
	
	No
	

	If yes, explain which subjects in your pool will be compensated and how.  (e.g. subjects with or without disease/condition, monetary or other)

	

	If you are providing monetary compensation, explain how you will be obtaining the subjects’ social security number? (e.g., on paper, verbally) (UVM and FAHC require subject social security numbers for payment.)  

	


	8.
	PROTOCOL INFORMATION

	
	A.  Study will begin (month/year)
	
	Study will end (month/year)
	

	
	B.   Describe the purpose of the study/project.

	

	
	C.  Describe the study/project procedures.

	
	Surveys
	
	Observation

	
	Interview
	
	Use of Existing Data (collected prior to this submission)

	
	Audiotaping
	
	Use of Existing Tissue Specimens (collected prior to this submission)

	
	Other, describe below:

	

	D.  If you will be analyzing existing data (must be existing at the time of protocol submission), identify the source of the data, describe the content of the data, clarify whether the data are publicly available, and whether the data will be recorded in an unidentifiable manner  (not coded in any way)

	
	Not Applicable

	

	E.  If the project involves review of medical records or charts, (protected health information) describe the types of records that will be accessed (departmental data base or records, MAPLE, HIM, etc.), how many records/charts will be accessed, whether you normally have clinical access to such records, how potential records will be identified, who will review the records, and what information will be recorded.  NOTE:  If you are recording information from medical records or charts with any type of identifiers or codes which could link back to the subjects’ identity, the project cannot be exempted under the federal regulations.  Submit a protocol utilizing expedited review guidelines.

	
	Not Applicable

	

	F.  If your project involves the study of existing (must be existing at time of protocol submission) human tissue (e.g. pathological or diagnostic specimens): Describe the source of the tissue, what information is linked with the samples, and, if known, whether consent was obtained to use the tissue for research purposes.  Note:  This may not constitute “human subjects research” if the investigators/collaborators will not have access to the identities of the subjects.  See guidance on Research Involving Coded Private Information or Biological Specimens.

	
	Not Applicable

	

	G.  Are you utilizing a questionnaire, survey, or interview procedure?
	Yes
	 
	No
	

	If yes, describe the procedure below and attach copies of the instruments for review.

	

	Are you using a data collection form? 
	Yes
	
	No
	
	If yes, attach a copy for review.

	H.  Describe the target population, how subjects will be identified, how subjects will be recruited, number of participants to be enrolled, and how participants’ confidentiality will be protected.

	


	I.  Are you obtaining consent?
	Yes
	
	No
	
	(if no, proceed to I.2.)

	1. If yes, will subjects sign a consent form or will the consent be verbal/implied (i.e. no form)? 

	a.  Check appropriate box.

	
	 Consent Form*(attach a copy)

	* If a consent form is being used confirm that the following basic elements are included in the consent form document.  This consent document is not reviewed by our committee.

	
	1) a statement that the study involves research, an explanation of the purposes of the research and the 

	
	expected duration of the subject's participation, a description of the procedures to be followed, and identification of any procedures which are experimental

	
	2) a description of any reasonably foreseeable risks or discomforts to the subject;

	
	3) a description of any benefits to the subject or to others which may reasonably be expected from the 

	
	research

	
	4) a disclosure of appropriate alternative procedures, if any, that might be advantageous to the subject;

	
	5) a statement describing the extent, if any, to which confidentiality of records identifying the subject will be 

	
	maintained;

	
	6) an explanation of whom to contact for answers to pertinent questions about the research and whom to 

	
	contact about research subjects' rights,

	
	7) a statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits 

	
	to which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.

	
	Verbal Consent**

	
	Implied Consent** [consent is implied by virtue of the subject’s completion of the research task]

	**NOTE:  Research has to meet one of the following for waiver of documentation (i.e. a signed consent).

-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

-The only record linking the subject and the research would be the consent document and the

primary risk would be potential harm resulting from a breach of confidentiality. 

	b. Describe the consent process below: (If a written summary will be provided to those subjects who are not signing a consent form, the summary must be attached.)

	

	2. If no, does the project meet the following criteria necessary to allow for a waiver of consent?

	-Involves no more than minimal risk.

-Will not adversely affect the rights and welfare of subjects.

-Research cannot be conducted without the waiver

  And

-Whenever appropriate the subjects will be provided information once the research is complete.

	Yes
	
	If yes, continue to J.

	No
	
	If no, a consent process is necessary.  Return to 7.I. above.

	J.  Describe any risks to human subjects associated with participation in this project (e.g. breach of confidentiality) and how these risks will be minimized.

	

	


	9.
	DATA SECURITY:

	
	Indicate how the research data, which may or may not include PHI, will be protected from unauthorized use.

	
	
	For hardcopy data:
	
	For electronic data:

	
	
	locked suite
	
	Secure network

	
	
	locked office
	
	If checked, list network here:

	
	
	locked file cabinet
	
	

	
	
	data coded by PI or research team with a 
	
	Password access

	
	
	master list secured and kept separately
	
	Other (specify in box below)

	
	
	de-identified
	
	

	
	


	10.
	LOCATION OF RESEARCH ACTIVITIES

	
	Where will research take place?

	Specify Locations Below

	
	FAHC/UHC Campus:
	

	
	FAHC/MCHV Campus:
	

	
	FAHC Outpatient Facilities:
	

	
	UVM Campus:
	

	
	Schools/School Systems:
	

	
	Other Location:
	


	11.  AGREEMENTS

	PRINCIPAL INVESTIGATOR

As Principal Investigator of this study, I assure the Committees on Human Research that the following statements are true:

The information that is provided in this form is correct.  I will seek and obtain prior written approval from the IRB for any modifications in the proposal, including changes in procedures, co-investigators, etc.  All of the members of the research team have completed the applicable institutional credentialing processes required to conduct this research.   I will promptly forward any reportable adverse events and unanticipated problems to subjects or others that may occur in the course of this study.  I will report in writing any significant new findings that develop during the course of this study that may affect the risks and benefits to participation.  I will not begin my research until I have received written notification of IRB approval.  I will comply with all IRB requests to report on the status of the study.  I certify that the research team will collect only information essential to the study in accord with the HIPAA Minimum Necessary Standard and I will limit, to the greatest extent possible, access to the information.  I assure that the information I obtain as part of this research including PHI will not be reused or disclosed to any other person or entity other than those listed on this form, except as required by law or for authorized oversight of the research project.  If at any time I want to reuse this information for other purposes or disclose the information to other individuals or entities, I will seek prior IRB approval.   I will maintain records of this research according to applicable guidelines.  If I am seeking IRB approval for a sponsored project, I hereby certify that the application that I have submitted to my funding agency accurately and completely reflects what is contained in this application.  Agreement allows invoicing and collection of IRB review fees.


	x
	
	
	

	Original Signature of PI
	
	Date

	
	
	

	
	
	

	FACULTY SPONSOR (if applicable and referenced on page one, section 2, of this form)

	
	
	

	Name:
	
	Phone:
	

	
	
	

	Dept/Address:
	
	E-mail:
	

	
	
	

	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 

	
	
	

	Is there is a thesis or dissertation committee reviewing this research?
	Yes
	
	No
	
	

	If yes, date of approval: 
	
	

	As the faculty sponsor for this protocol, I certify that the student will conduct this research under my supervision and guidance.  I further certify that I will assume final responsibility for the conduct of this protocol in accordance with all University of Vermont and Federal Regulations relating to human research as outlined above and in the Human Subjects Research Manual.

	
	
	

	
	
	

	x
	
	

	Original Signature of Faculty Sponsor
	
	Date

	
	
	

	Printed Name
	
	


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