Wake Forest University Informed Consent  (45 CFR §46.116-117) Template
Instructions:

This template is intended as guidance for investigators to assist them in constructing a readable consent document that complies with University policies and government regulations.  Please include all necessary study specific information that will enable your potential subjects to make informed, voluntary decisions about taking part in the study.

Consent forms signed by the subject are required unless the PI provides specific justification for a waiver. A desire to maintain subjects’ anonymity is perhaps the most common reason for waiving signed consent (45 CFR §46.116((d)). Note, however, that investigator “convenience” is not sufficient justification to waive signed IC.  Waiver of the requirements for informed consent is requested on the Application Checklist—Part 2 page of the eIRB application.

· Include the IRB merge field for watermarking (the electronic approval “stamp”)—see the text box in the footer.  Use the Forms and Templates link on the Consent Form page within the eIRB application for instructions.

· Avoid any jargon and exculpatory language.
· Adapt the language to the average reading level of your subject population.  For the general population, aim for a 6th grade reading level.  See Checklist for Easy-to-Read Informed Consent Text for guidance.

· Write in the second person in language understandable to the subject. Check the final version for an appropriate reading level.

· Refer to individuals involved in the study as subjects or participants.

· State facts rather than require attestations from the subject.
· Use formatting, bullet points, 12-point fonts to make the consent forms easy to read.

· Spell check and proofread to insure correct spelling, sentence construction, information flow, and readability.
Informed Consent 

Study Title

Study Description 
Incorporate the following required elements in the consent narrative without subheadings. 

· Include a statement in the first paragraph that the study involves research (e.g., You are invited to participate in a research study…
· Describe the study’s purpose. Provide a broad outline of the research (e.g., We are investigating whether drug and alcohol use and sexual activity affect mood and memory.). Include how subjects will be recruited.

· Participation description (what you want your subjects to do): Generally, a simple summary will suffice (e.g., In this study we will ask you to complete several questionnaires pertaining to your mood and how you think about yourself in social situations. You will also be asked to come to our lab to complete a memory task in which you will memorize lists of words.). Subjects should be alerted to any particularly sensitive questions that may be asked (e.g., Please note that we will be asking you questions about drug and alcohol use and sexual activities. Some people may find these questions disturbing or embarrassing.).  Make sure the description of participation is chronological and logical.
· If applicable, include any appropriate alternatives to participation that may be advantageous to the subject.  You will receive a fitness assessment during this study.  You can receive similar assessments at private gyms or fitness centers for a fee.
· Procedures for discontinuation or non-participation. Tell subjects what they need to do if they wish to withdraw or decline to participate (e.g., for questionnaire research – If you do not wish to participate, hand in a blank questionnaire.).
· Indicate the length of time participation will require (e.g., Completing the questionnaires should take about 1 hour.).
· Credit for participation. If the subject will receive course credit, the details must be provided (e.g., You will receive 1 hour of credit for each session you attend.). Subjects must receive full credit for the first session even if they do not complete it because they cannot know if they wish to participate until they have been exposed to the protocol.  
· Required statements within the IC:  

○ Your participation in this research is completely voluntary. 

○ You may discontinue your participation at any time without penalty. 

○ You may also choose to not answer any question(s) you do not wish to for any reason.

Possible risks and benefits. 

· List possible risks or discomforts to the subject. Very few studies have absolutely no risk. A good question to ask is: What would happen if the data collected became public information?  If you cannot ensure confidentiality/anonymity, this should be clearly stated as a risk. Discuss the implications of the risks involved, especially if they are more than minimal (e.g., You may become upset while filling out this questionnaire or We do not anticipate any risk in your participating. However, you may become uncomfortable answering some of the questions.). Studies involving minimal risks should include the statement: The risks from participating in this study are not more than would be encountered in everyday life.
· For more than minimal risk studies, provide an explanation as to what, if any, treatments are available if injury or harm occurs and where to obtain further information about the treatments.  If the study has the potential to upset subjects, include referrals (e.g., to the University Counseling Center) they can contact if they feel the need to do so.
· List benefits. Some studies have no direct benefit to the subject. In such cases you should say so and describe the potential benefits to the general public or research community from this research (e.g., While we cannot promise you any direct benefit from your participation in this study, we hope it will provide you with more information on the role of substance use and sexual behavior in mood and memory. This information may help us develop better treatments for mood disorders in the future.).  Compensation (monetary or course credit) is not considered a research benefit.
      Confidentiality/Anonymity
      Tell subjects if their information and/or participation will be kept confidential or anonymous or not. 
· A confidential study means that, while subjects’ identities potentially could be determined from the information they give, the researcher has taken steps to ensure that they will not be identified. Briefly describe to subjects the steps you are taking to ensure confidentiality (e.g., The data collected will be kept in a secure location. Only authorized people will have access to the research records and passwords for office computers and networks will be protected. When research data are no longer scientifically useful, they will be destroyed.

· An anonymous study means there is no way to tell if a particular person participated in the study and no way to identify that person from the information given to the investigator. 

· Remember that a study cannot be both confidential and anonymous.

· The IRB has determined that it will approve a protocol if confidentiality will only be broken to protect the research subject or others (e.g., if information arises in the course of the research that suggests a subject may intend harm to him/herself or others).  In such cases, this potential breach of confidentiality should be clearly stated in the informed consent.
· Contact names and numbers should be provided in case subjects have questions/concerns about the study or their rights as a research subject. The investigator’s name, phone number and/or email address should be clearly indicated. 
For international research, the consent form should include the PI’s in-country phone number and/or a local contact’s name and phone number as well.
Include the following: If you have questions about your rights as a research subject, contact the Office of Research and Sponsored Programs, 336/758-5888. 

      Signatures 

· Include the following statement above the signature lines: By signing below, you indicate that you are willing to participate in this research project.  
· Include separate lines for subjects and investigators to sign and date.


· Exempt research does not require a signed consent form. In some cases a cover page with all the elements of the consent form and the following statement will suffice: Returning the questionnaire indicates your consent to participate. 
· Child assent form. Since children cannot give consent, an assent form is required that includes all the elements of a consent form in language understandable to the child. Include the following statement in the assent form:  You can refuse to participate even if your parents have said ‘yes’. A separate parental consent is required that requires the following signature line: Parent/legal guardian signature. The parental consent form should also state that the child may refuse to participate even if the parent says ‘yes’.
     Additional information (if applicable)
· Payment for participation. Include the amount of payment and procedures to follow if the subject is to be paid, (e.g., You will receive a $5.00 gas card for each study visit you attend. or You will receive $10 for each study visit you attend.  A check for the total amount will be mailed to your home within two weeks of your last visit.).Note that payments must be incremental if multiple visits are involved and subjects must be paid even if they do not complete the study. Contact the Human Protections Administrator in the ORSP if you are paying a subject $600 or more. Specific wording must be included on the consent form to comply with IRS reporting requirements.
· Taping (audio/video). If you are audio/video taping, you have two options: 
1) if you require subjects to consent to the taping in order to participate,  clearly state this in the consent form under the study description section.

2) if subjects refuse taping and can still participate, include a separate section on taping information with a separate signature line for consent to the taping.
· Treatment studies. Describe the treatment subjects will receive, any previous knowledge of the effects of the treatment and any alternatives available.
· Studies conducted in classrooms/school settings. Indicate to subjects that participation in the research will not affect their grades or class standings.

For most studies, a copy of the consent form must be provided to the subject. However, in certain instances, such as subject safety in a domestic violence study, the investigator may include a justification in the application for not providing the consent form.





Remember that informed consent is a process the investigator must follow to ensure that subjects fully understand what is involved in the study. The investigator must use the informed consent that has been stamped or watermarked to indicate IRB approval of the protocol. Investigators should read and go over consent forms with subjects or their legal representatives and answer any questions they may have prior to their signing the consent forms.
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