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Consent Form Guidelines
Institutional Review Board
Lewis-Clark State College

· The language should avoid technical terminology. 
· Use uncomplicated and understandable words. If technical terms must be used, clearly explain in simple language. (i.e., Placebo is an inactive medication or "sugar pill" or a placebo contains no medication.) 
· Use Microsoft Word's Grammar check to check the reading level to be appropriate.

· Unless your sample is entirely college students or college grades, aim for <9th grade.

· The consent form should be tailored to the particular procedure and participants. 
· Ideally, the consent form should be ONE PAGE. 
· The name of the researcher and the telephone number (but not a home number) should appear in the consent form. 
· Here is an outline of required components and suggested phrasing, DO NOT USE the headings.

(Title of Project)
Consent Form 
(Researcher’s name, title)
Project # _____ (this is your IRB assigned number in emails from the IRB)

Most of the required components can be addressed in a single sentence and heading are often not needed.

Introduction
The introductory statement should identify you and your affiliation with LCSC. Briefly describe the study and role of the participant.

Example: My name is ____.  I am a senior at Lewis-Clark State College. This study is about (describe study).

Why is this study being done?
State what is being studied and why it is being studied (i.e. new intervention or program). This does not mean you must reveal your hypothesis—that could change the participants’ responses. This is NOT because it is required for class/graduation.

Example: I am interested in your attitude about popular movies.
What is involved in the study and how long will it take?
Provide a complete list of the procedures to be followed. Specifically:

· List all tests, exams, and histories to be given;

· State the intervals at which they will be given;

· State what is to be taken or received (interview, questionnaire, drug, or device) and how this is to be done or administered;
· State the length of time the person is to be involved in the study.

Example: The survey will take about 15 minutes.
This could be much longer if your project is more complex.
What are the risks of the study?
Describe the risks, discomforts, possible emotional or psychological side effects/reactions.

Example: This study involves physical exercise, so potential risks could include heart attack, dizziness, and shortness of breath, fainting, muscle soreness, and fatigue.

Example: Any risks are considered to be minimal or non-existent.
Are there benefits to taking part in the study?
Describe any benefit to the participant, but avoid overly optimistic language. This should not be a coercion to participate—bonus points, money, etc. There may not be any, so this might be omitted.

Is there any compensation for participation?
If participants are students and bonus points are being offered for participation, there MUST be an alternative method, requiring similar costs/time, for earning the bonus points. There may not be any compensation, so this component might be omitted from the consent form.
What about anonymity/confidentiality?
If no names or identifiers will be connected with the data, it is considered to be anonymous.  If names or identifiers will be used, state how the records will be kept confidential. Include safeguards in the event the information is published. Indicate who will be looking at the records.

Example: No names or identifying information will be collected, so all responses will be anonymous.
Example: Any identifying information will be kept in a locked file. No publication of results will identify individual participants. Confidential records will only be viewed by myself and my advisor, Dr. _______.

Can I stop participating in the study?
A statement MUST be included regarding voluntary participation in the study AND withdrawal of the participant once the study has started.

Examples: Participating in this study is voluntary. 

Participating or not will not affect (e.g. your grade in this class; the care you receive; your current or future relationship with _____). 

You may stop at any time (without losing any benefits to which you are entitled).
If you are bothered by any questions or activity, you may skip them or stop participating.
What are my rights as a participant?
A statement regarding asking questions should include the name and telephone number of the researcher (and advisor) to contact for information and the IRB at LCSC at 792-2276 for questions.
Example: You may ask questions at any time. If you have additional questions about the research, you may contact Dr. _______________ at (phone number or e-mail),___________ Division, Lewis-Clark State College. If you have other questions about  your rights, you may contact the Institutional Review Board of LCSC at irb@lcsc.edu
Participant Consent
Unless a telephone survey is being conducted, participants should receive a copy of the consent form. A signature is not required if that would be the only identifying link to a participant, and the principle risk would be from a breach of such confidentiality, and the research presents no more than minimal risk. 
Example: Completing the research activity indicates your consent to participate in this research.  Thank you for your time and consideration.
The above elements are REQUIRED.  Many can be addressed in a single sentence.  
See a sample below

Additional elements may be appropriate:

How many people will take part in the study?
Include number of participants.

What would prevent me from being in the study?
State reasons for nonparticipation (i.e., pregnancy, allergies, etc.)

What are the costs?
State any cost to the participant (in addition to the time already addressed above).

Who pays for study-related illness or injury?
State the name and phone number of who will treat the participant in the event of illness or injury directly related to the study; state where the treatment will be given; and state other forms of compensation (if none, indicate so).

Example: Should you suffer from illness or injury during participation in this study, emergency medical care will be provided by Dr. ____________________ at __________________. No compensation or reimbursement will be provided beyond immediate first aid. If you have questions regarding illness or injury related to this study, you may contact your physician prior to participation.
Signature Lines

_______________________________________ Date __________________

_______________________________________ Date __________________

 

 
Attitudes Toward Movies
Consent Form 
Jane Doe, Psychology Major
Project #  FF-10-00

My name is Jane Doe.  I am a senior at Lewis-Clark State College. I am doing a survey about attitudes toward popular movies.  The survey will take about 15 minutes.

Any risks are considered to be minimal or non-existent. No names or identifying information will be collected.  Participating in this survey is voluntary.  If you are bothered by any questions, you may skip them. You may stop participating at any time.

You may ask questions at any time. If you have questions about the research, you may contact Dr. _______________ at (phone number or e-mail),___________ Division, Lewis-Clark State College. If you have other questions about your rights, you may contact the Chair of the Institutional Review Board of LCSC at irb@lcsc.edu
If you complete the research activities, that means you agree to participate.

Thank you for your time and consideration.

(Reading grade level for this example is 8.2; for younger children, further adjustments must be made.)

The Informed Consent and Institutional Review Board:
Protecting Participant Rights

 

What is a consent form?
The Informed Consent document contains the basic elements of informed consent as identified in and required by the United States regulations regarding the protection of human participants (Code of Federal Regulations, Title 21, Part 50-Protection of Human Subjects). As required by this regulation, the informed consent has been reviewed and approved by an Institutional Review Board.

What is an Institutional Review Board (IRB)?
An Institutional Review Board (IRB) is a committee designated by an institution to review, to approve the initiation of, and to conduct periodic review of research involving human participants. The primary purpose of such review is to assure the protection of the rights and welfare of the human participants.

IRBs were established as an outcome of Senate hearings (1972) and legislation passed in 1974 as the result of unethical treatment of human participants. Prior to this, other committees existed as a requirement of the United States Public Health Services (USPHS) policy established in 1965. IRBs are currently regulated by the Food & Drug Administration (FDA) and the Office for Human Research Protection, which is part of the United States Department of Health & Human Services.

What does an IRB mean to me?
The purpose of the IRB is to inform and protect human participants through the information provided in the informed consent document. Therefore, the IRB is acting as an advocate for the research participant. This means that the IRB, during its review of the informed consent, has the right and the responsibility to ensure that the research participant is fully informed of procedures involved in the study as well as the risks and alternative treatments available if participation in the study is refused. Specifically the Board reviews protocols to ensure that:

· Participant safety and rights are maintained

· Risks to participants are minimized

· Risks to participants are justified in relation to anticipated benefits

· The selection of participants is equitable

· Participant will be totally informed of all the process and procedures, costs, risks and benefits of participation in a research study

How can I tell that an IRB has reviewed and approved this study?
The signatures and notice of approval on the Application Approval Form reflects that an IRB has approved the study. It is an FDA requirement that the study design (protocol), informed consent, any advertisements, and other instructions to the participant be reviewed and approved by an IRB.

CONSENT FORMS

Purpose of a consent form

· Assure rights and welfare of participants

· Evidence that the form has been provided (and hopefully explained to the participant)

· Assure participant that the institution has complied with regulations.

What consent form can provide

· Written summary of information that participant should know

· Guide for verbal explanation of the study

· Documentation of voluntary participation

· Process

· Gives participant adequate information concerning study

· Provide adequate opportunity for participant to consider all options

· Allows response to questions

· Ensure participant understands information

· Obtain agreement to participate

· Continue to provide information as participant requires

· Process should provide ample opportunity for investigator and participant to exchange information and ask questions

Copy of consent form

· Must be approved by IRB

· Allows participant to review information with others before and after decision

· Continuing reference for items such as emergency contacts

IRB Review

· Consent forms for each study must be designed specifically for that study

· The exact copy of IRB approved consent form must be presented to participants

· IRB should review process for consent interviews

Who may inspect the records?

· Office for Human Research Protections (OHRP) may inspect and copy records

· Participants must be informed that OHRP has access to study

Compensation results from injury in research study

· The institution determines whether compensation and medical treatment is offered.

· When more than minimal risk, the participant must be told whether any compensation and medical treatment is available

· No informed consent whether oral or written may include exculpatory language through which participant is made to waive or appear to waive participant’s legal rights or release investigator, sponsor or institution from liability for negligence. 

Assent for children

· IRB may require that children understand circumstances before enrolling in research (may be shorter and simpler)

· OHRP requires participant or participant’s legally authorized representative agreement be obtained before enrollment

Consent form must be in understandable language to participant.

Basic Elements of a Consent Form

· Research, purpose of explanation, duration, procedures, experimental procedures (include safety and effectiveness)

· Foreseeable risks or discomforts; must be reasonable and should not be minimized

· Benefits not overstated. If no benefits, state it.

· Alternatives

· Confidentially of records identifying participant. IRB and OHRP may inspect records.

· When more than minimal risk, explain compensation and/or medical treatment availability. If available, by whom, where, and what.

· Contact for answers to questions about research and research participants’ rights and who to contact in the event of a research related injury.

· Research participant rights

· Research related injury

· Voluntary

· No penalty if not participating

· Can withdraw any time (without loss of benefits that may have been promised)
Additional Elements: The IRB can require inclusion of any information in addition to minimum basic components

· Treatment or procedure may involve risk to participant or fetus, which are currently unforeseeable.

· Indicate animal studies have not been completed

· Cannot restrict women from participating because of childbearing potential

· Danger must be explained

· Pregnancy test may be required, but inform patient

· Participants’ participation may be terminated by investigator without participants’ consent

· Costs to participants

· Consequences of participants’ withdrawal

· Participant receive new findings

· Approximate number of participants

Experimental Participant’s Bill of Rights

The rights below are the rights of every person who is asked to be in a research study. As an experimental participant I have the following rights:

1. To be told what the study is trying to find out,

2. To be told what will happen to me and whether any of the procedures, drugs, or devices is different from what would be used in standard practices,

3. To be told about the frequent and/or important risks, side effects, or discomforts of the things that will happen to me for research purposes,

4. To be told if I can expect any benefits from participating, and, if so, what the benefit might be,

5. To be told of the other choices I have and how they may be better or worse than being in the study,

6. To be allowed to ask any questions concerning the study both before agreeing to be involved and during the course of the study,

7. To be told what sort of medical treatment is available if any complications arise,

8. To refuse to participate at all or to change my mind about participation after the study is started. This decision will not affect my right to receive the care I would receive if I were not in the study,

9. To receive a copy of the signed and dated consent form,

10. To be free of pressure when considering whether I wish to agree to be in the study.
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