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                                                SOCIAL/BEHAVIORAL/EDUCATIONAL INFORMED CONSENT
Revised 8-1-05
                                                        CHECKLIST
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Do not use letterhead.  Leave at least a 1.5 inch margin at the top of page 1 of the informed consent.  
The IRB approval stamp will be placed in the top right hand corner of the first page and also on the
 last page of the informed consent.  
Footer Information – Delete IRB footer information.  Add page numbering and revision date to the footer

Section.  Update/revise the revision date each time you revise the informed consent document.  

Use section headings as noted in the checklist.  Use font size 11 and above for the entire document.

Use the informed consent template as the basis of your informed consent document.  

Reference this checklist to your prepared informed consent.  List the location of each of the requested checklist items by completing the Page number, paragraph number and line number information listed on the left side of the checklist.  

*An asterisk following the item number indicates that the information is to be included in the informed consent if it is relevant to the study in question.  

	Page
	¶
Para
	Line
	
	Item #
	Statement Descriptions
	Source of Requirement

	
	
	
	
	1.
	INTRODUCTION AND BACKGROUND INFORMATION
State that the subject is invited (not asked) to participate. 
	Local IRB

	
	
	
	
	2.
	Indicate it is a research study.  
	Federal, basic

	
	
	
	
	3.
	Name the sponsor.  Identify the University department, as well as any sponsoring agencies.  
	Local IRB

	
	
	
	
	4.*
	Indicate the approximate number of local subjects in the study.
	Federal, when appropriate

	
	
	
	
	5.*
	Indicate the place where the study will be conducted, e.g., campus, school, office or home.
	Local IRB

	
	
	
	
	6.
	PURPOSE 

State the scientific purpose of the study in non-technical language.  Give the background of the study including the reason for the study and rationale for conducting the study.
	Federal, basic

	
	
	
	
	7.
	PROCEDURES

Describe the procedures to be performed in the study, acknowledging those that are experimental by using the word “experimental”.  Use language a middle school student could understand.
	Federal, basic, Local IRB

	
	
	
	
	8.*
	If the study involves randomization, state this and explain the term; e.g., a process 'like flipping a coin'.  
	Local IRB, interpretation of federal

	
	
	
	
	9.
	Indicate the expected duration of the subject's participation in the study (days or hours).
	Federal, basic

	
	
	
	
	10.*
	If the study involves multiple sessions with the subject, estimate the amount of time for each session. 
	Local IRB, interpretation of federal

	
	
	
	
	11.
	POTENTIAL RISKS
Describe any reasonably foreseeable physical risks and/or discomforts to subjects.   

If questions are to be asked that may be sensitive and produce discomfort (e.g., recollections of past stressful situations), state this.  If some of the questions to be answered are incriminating, state that there is a risk of prosecution.  If there are no reasonably foreseeable risks, so state.
There may also be risks with associated procedures performed as part of the research study.  Include the risks associated with the clinical procedures that are part of the study.  

Other risks that should be included are:  psychological risks, social risks, economic risks, and/or legal risks.  
	

	
	
	
	
	12.*
	State that there may be unforeseeable risks to the subject.  
	Federal, when appropriate
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	Statement Descriptions
	Source of Requirement

	
	
	
	
	13.
	BENEFITS

Describe any benefits to subjects or to others that may be reasonably expected from the research.  If none, then so state.  State:  Although the information collected may not benefit the subject directly, the informed may be helpful to others.
	Federal, basic

	
	
	
	
	14.*
	COMPENSATION
If applicable, state whether there is payment for participation and the amount to be paid.  Do not state that subjects will be paid for their participation.  State, rather, that they will be compensated for their time, inconvenience, and expenses.  
	Local IRB

	
	
	
	
	15.*
	State that payment for participation will be prorated in the event the subject withdraws before completion of the study.
	Local IRB

	
	
	
	
	16.*
	RESEARCH RELATED INJURY – Review and use the template language on who pays for injury.

State whether medical treatment is available.
	Federal, basic

	
	
	
	
	17.*
	State who will pay for the treatment.  If industry sponsored, pick the option that best matches the proposed contract language.  
	Federal, basic; Local IRB interpretation

	
	
	
	
	18.*
	State who to contact about the research related injury.
	Federal, basic

	
	
	
	
	19.*
	State whether there is any additional financial compensation to cover items such as lost wages, inconvenience, discomfort, etc.
	Federal, basic

	
	
	
	
	20.
	CONFIDENTIALITY

Acknowledge that total confidentiality cannot be guaranteed. *Note: Not needed if the subject will be identified.  If so, state this in the consent form.
	Federal, basic; Local IRB interpretation

	
	
	
	
	21.
	State that in all other respects the data will be held in confidence to the extent permitted by law.

	Federal, basic; Local IRB interpretation

	
	
	
	
	22.
	State that, should the data be published, the subject's identity will not be revealed. 
	Federal, basic; Local IRB interpretation

	
	
	
	
	23.
	Indicate who may look at the subject’s medical and research records.  Use the following recommended list.  This information should also be included in Section 3 of the Research Authorization.

· The sponsor and others hired by the sponsor to oversee the research (include only is the study is sponsored)
· The University of Louisville Institutional Review Board, Human Subjects Protection Program Office, Privacy Office, and others involved with research administration (include Privacy Office only if HIPAA is involved)
· People who are responsible for research and HIPAA oversight at the institutions where the study is conducted (include only is study conducted in a covered entity)
· Government agencies, such as: (List all that apply)

· Office for Human Research Protections (OHRP), 

· Office of Civil Rights (include if HIPAA is required)
· Other (please specify)

· People who make sure that billing is submitted correctly.  
	Federal, basic; Local IRB interpretation

	
	
	
	
	24.*
	State how the data collected will be kept private and secure.  The description should include how the subjects data will be protected from disclosure and physically secured.
	Federal, basic; Local IRB interpretation
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	25.
	CONFLICT OF INTEREST – Include if this is a sponsored study.

This study involves a conflict of interest because (Select one of the following three options. Delete the remaining options and instructions prior to submission. (1) the institution, (2) the investigator or (3) the institution and investigator) will be compensated for your participation in it.  Ask the investigator how Select one of the following three options. Delete the remaining options and instructions prior to submission. (1) the institution, (2) the investigator or (3) the institution and investigator) will benefit by your participation in the study.  
	Local IRB



	
	
	
	
	26.*
	HIPAA Research Authorization – This section should only be included if the PI will access PHI.  Use the statement shown below exactly.

The Health Insurance Portability and Accountability Act of 1996 (HIPAA) provides federal safeguards for protected health information (PHI).   Examples of PHI are your name, address, and birth date. PHI may also include your medical history, results of health exams and lab tests, drugs taken and results of this research study.  Your PHI cannot be used or shared without your agreement, unless it meets one of the HIPAA exceptions.  You will be asked to sign a "Research Authorization" form. This allows the use and sharing of your PHI by those listed in the “Research Authorization.”
	Federal, when appropriate

	
	
	
	
	27.
	VOLUNTARY PARTICIPATION
Indicate that participation is voluntary.
	Federal, basic

	
	
	
	
	28.
	State that the subject may refuse to participate without incurring any penalty or losing any benefits to which he/she is otherwise entitled. 
	Federal, basic

	
	
	
	
	29.
	State that the subject may discontinue participation at any time without incurring any penalty or losing any benefits to which he/she is otherwise entitled.
	Federal, basic

	
	
	
	
	30.*
	State that any new findings that could affect willingness to participate will be shared with the subject.
	Federal, when appropriate

	
	
	
	
	31.
	RESEARCH SUBJECT’S RIGHTS, QUESTIONS, CONCERNS, COMPLAINTS
State:  “If you have any concerns or complaints about the study or the study staff, you have three options.  

You may contact the principal investigator at XXX-XXXX.

If you have any questions about your rights as a study subject, questions, concerns or complaints, you may call the Human Subjects Protection Program Office (HSPPO) at (502) 852-5188.  You may discuss any questions about your rights as a subject, in secret, with a member of the Institutional Review Board (IRB) or the HSPPO staff.  The IRB is an independent committee composed of members of the University community, staff of the institutions, as well as lay members of the community not connected with these institutions.  The IRB has reviewed this study. (Do not state approved.  This section is mandatory for all studies.) 
If you want to speak to a person outside the University, you may call 1-877-852-1167.  You will be given a chance to talk about any questions, concerns, or complaints in secret.  This is a 24 hour hot line answered by people who do not work at the University of Louisville.   
	Federal, basic; Local IRB interpretation

	
	
	
	
	32.
	State:  This paper tells you what will happen during the study if you choose to take part.  Your signature means that this study has been discussed with you, that your questions have been answered, and that you will take part in the study.  This informed consent document is not a contract.  You are not giving up any legal rights by signing this informed consent document.  You will be given a signed copy of this paper to keep for your records.
	Federal, basic
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	33.
	Provide a line and caption for the “Printed name of the subject/legal representative.”
	Local IRB

	
	
	
	
	34.*
	Provide lines for the signatures of the parties involved (subject/legal representative, and investigator). Include a separate “date signed” line for each signature line.  In studies involving minors aged seven or above, the minor involved will sign an assent form to indicate awareness of his/her role in the study. 
	Federal, basic

	
	
	
	
	35.*
	Provide a line for “Person Explaining Consent if other than the Investigator”.  Include a “date signed” line.  
	Local IRB
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