
	[image: image1.png]



	IRB - RESEARCH
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	This checklist is provided as a means of verifying elements documented by use of a written consent form or cover letter. Please check off elements as they apply.
(yes – included element; n/a – not applicable; no check off – not included)

	YES
	N/A
	Description

	1. Consent to Participate in Research

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Title – “Consent to Participate in Research” or similar consent form title

	2. Identification of Investigators & Purpose of Study

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Identification of the responsible investigator(s) and that individual's affiliation with the University

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A statement that the project is research (unless survey only and exempt status applies), research objectives and an explanation of the intention or purpose of the study/research

	Ex
	You are being asked to participate in a research study conducted by (Names of Investigators) from James Madison University.  The purpose of this study is to (briefly state research objectives).  This study will contribute to the student’s completion of his/her (senior thesis, master’s thesis, classroom project, other as applicable).

	3. Potential Risks & Benefits

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A description of any reasonably foreseeable risks or discomforts to the subject and actions taken to minimize such risks

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A statement regarding the availability of counseling, and/or medical treatment (if injury occurs) if appropriate; or where further information may be obtained

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A description of any benefits to the subject or to others which may reasonably be expected from the research

	Ex
	The investigator does not perceive any risks from your involvement in this study.

(OR: phrase if there are Risks Involved)
The investigator perceives the following are possible risks arising from your involvement with this study:
.
(And state benefits…)
Potential benefits from participation in this study include helping a JMU student learn more about...  

	4. Research Procedures

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A statement about the procedures to be followed, including what the study consists of, where it will be administered, and the expected duration of the subject’s participation

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A statement that subjects will sign the consent form once all their questions about the study have been answered

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Informed consent is in appropriate language with consideration to subject population (the entire form should be written at an 8th grade reading level or a level appropriate to the participant).

	Ex
	Should you decide to participate in this research study, you will be asked to sign this consent form once all your questions have been answered to your satisfaction.  This study consists of a survey or interview that will be administered to individual participants in (location).  You will be asked to provide answers to a series of questions related to (purpose of study) 

. 

	5. Confidentiality

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained; if subjects will be anonymous, then a “cover letter” is used rather than a “consent form”
(The level of confidentiality will vary depending on the study.  The investigator is responsible for clarifying how much privacy a participant will retain, and whether their participation is confidential and/or anonymous.)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A statement that subject identity will not be attached to final form of the study

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A statement that individual responses are confidential and that only aggregate data will be presented 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A statement that data will be securely stored and accessible only to the investigators and their advisors

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A statement regarding the storage, disposition, and disposal of any audio or video tapes, if appropriate

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A statement that all data will be destroyed after the study is completed

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A statement (if applicable) that aggregate results will be made available to the participants upon request

	Ex
	The results of this research will be presented at (classroom, conference, etc.).  The results of this project will be coded in such a way that the respondent’s identity will not be attached to the final form of this study.  The researcher retains the right to use and publish non-identifiable data.  While individual responses are confidential, aggregate data will be presented representing averages or generalizations about the responses as a whole.  All data will be stored in a secure location accessible only to the researcher.  Upon completion of the study, all information that matches up individual respondents with their answers will be destroyed.  Final aggregate results will be made available to participants upon request.

	6. Participation & Withdrawal

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A statement that participation is voluntary and that non-participation will not result in penalty or loss of benefits to which the subject is otherwise entitled

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Statement regarding extra course credit, if appropriate; or other means of credit if the student decides not to participate or withdrawals

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A disclosure of appropriate alternative procedures or courses of treatment that may be available to the subject

	Ex
	Your participation is entirely voluntary.  You are free to choose not to participate.  Should you choose to participate, you can withdraw at any time without consequences of any kind.

(If research is anonymous, then add the following statement:
 However, once responses have been submitted and anonymously recorded participants will not be able to withdraw from the study.)


	7. Questions

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A statement offering to answer any questions, the investigator's name and email and the faculty sponsor's name, email, and work phone number, if the investigator is a student.


	Ex
	You may have questions or concerns during the time of your participation in this study, or after its completion.  If you have any questions about the study, contact (Name of Investigator and email).

(JMU Students:  Please include contact information (i.e. name and email) for at least one member of the student research team and the faculty advisor.  Please also include the advisor’s work number, but not personal phone numbers.  FACULTY: Please also include your work number.)

	8. Giving of Consent

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A statement that the participant understands the purpose of the study, he/she freely consents to participate, and he/she has been given satisfactory answers to their questions

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A statement that the participant has been given a copy of the informed consent form
(Note: Not required on Cover Letter for “anonymous” research/survey!)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A statement that the participant is 18 years of age (If participant is younger than 18, include a Child and/or Youth Assent and Parental Consent form.)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A space provided for printed and signed names of the participants as well as the researcher(s)

(Note: Participants names and/or identifying information are not collected for “anonymous” research/survey and should not appear on the “Cover Letter.”)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	ALL written consent forms and cover letters must include the following statement at the bottom of the form/letter:
For questions about your rights as a research subject, you may contact the chair of JMU’s Institutional Review Board (IRB).  Dr. Janet Gloeckner, (540) 568-7084, gloeckjw@jmu.edu.

	Ex
	I have read this consent form and I understand what is being requested of me as a participant in this study.  I freely consent to participate.  I have been given satisfactory answers to my questions.  The investigator provided me with a copy of this form.  I certify that I am at least 18 years of age.

	
	
	TYPE INVESTIGATOR NAME(s) HERE

	Name of Participant  (Printed)
	
	Name of Researcher(s)  (Printed)

	Name of Participant  (Signed)
	
	Name of Researcher(s)  (Signed)

	  Date
	
	  Date

	For questions about your rights as a research subject, you may contact the chair of JMU’s Institutional Review Board (IRB).  Dr. Janet Gloeckner, (540) 568-7084, gloeckjw@jmu.edu.

	9. OTHER:
THE FOLLOWING ARE NOT NECESSARY IN ALL INFORMED CONSENTS; HOWEVER, INVESTIGATORS SHOULD INCORPORATE THESE STATEMENTS IF THEY ARE APPROPRIATE:

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Any additional costs to the subject that may result from participation in the research

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A statement regarding compensation or the anticipated prorated payment, if any, to the subject for participating in the study

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	There are no discrepancies in the purpose, risks and benefits of the research between those described in the protocol application and the informed consent document

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A disclosure of appropriate alternative procedures or courses of treatment that may be available to the subject

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	If the subject is non-English speaking, the consent form/cover letter must be written in a language understandable to the subject

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Includes the approximate number of subjects involved in the study

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	In the event oral presentation of informed consent is approved by the IRB, provisions are made for a witness to be present

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A statement that the particular treatment or procedure may involve risks to the subject (or embryo, or fetus, or nursing infant if the subject is or may become pregnant) which are currently foreseeable

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Formulation of a child/youth assent (and parent consent) and procedure for subjects under 18 years of age (reference forms below)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The procedures for enrolling subjects minimizes the possibility of coercion or undue influence

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Anticipated circumstances under which a subject’s participation may be terminated by the investigator without regard to the subject’s consent 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A statement that significant new findings developed during the course of the research which may relate to the subject’s willingness to continue participation, will be provided to the subject or the subject’s legally acceptable representative in a timely manner

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A description of the procedures for orderly termination of participation by the subject

	· A additional details of these items are contained in the JMU Policy 1104 located at URL: http://www.jmu.edu/JMUpolicy/1104.shtml, the Institutional Review Board on the Use of Human Subjects in Research, OR the IRB website http://www.jmu.edu/sponsprog/irb.html.
· Please use provided checklist and guidelines when submitting research or reviewing a protocol; sample forms are located on the IRB website at:  http://www.jmu.edu/sponsprog/irbforms.html.
· Consent Form

· Cover Letter

· Parental Consent Form

· Child Assent Form

· Youth Assent Form

	A COPY OF THE INFORMED CONSENT SHALL BE SUPPLIED TO THE SUBJECT OR THE SUBJECT'S LEGALLY AUTHORIZED REPRESENTATIVE.
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