HERITAGE UNIVERSITY
CONSENT FORM TEMPLATE
[TITLE OF ACTIVITY]

Note:  this template form is not for use for studies using radiation, or investigational drugs or devices; in the unlikely event that you are conducting research on the safety or efficacy of drugs or devices, please speak to the IRB first.

Researchers: [List names, academic/staff positions, divisions/departments, telephone numbers of lead researcher (PI), contact person for subjects, and faculty advisors (students only).]

24-hour emergency telephone number with name or position [only for studies involving more than minimal risk of harm]

We are asking you to be in a research study.  This form gives you information to help you decide whether or not to be in the study. Being in the study is voluntary. Please read this carefully.  You may ask any questions about the study. Then you can decide whether or not you want to be in the study. If you choose not to participate, you will not be treated any differently.
KEY INFORMATION ABOUT THIS STUDY

You may DELETE this section if the consent document without this section and without the signature lines is less than 2,000 words (approximately 5 pages, single-spaced, 1-inch margins). This section is optional for studies whose initial IRB approval was granted before 1/21/19.
The purpose of this section. The revised Common Rule human subjects regulations require that subjects be given a concise and focused presentation of key study information before being given other information. The goal of this section is to assist potential subjects with understanding the reasons why one might or might not want to participate in the research.

A comprehensive description of key information would include:

· That consent is being sought for research and that participation is voluntary 

· A brief summary of the purpose of the study 

· Duration of participation 

· The main things the study will require of the subject (for example, study procedures, tasks the subject will have to complete, activities the subject will have to avoid)
· The most likely potential benefits 

· The risks of participating in the study that would be of most significance to the subject population.
· Appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the potential subject

Information presented in this section may be repeated in subsequent sections of the form but does not have to be. For some studies, it might be possible to incorporate all required information from the sections below into this section, as long as the presentation of that information remains concise and focused. For example, if the study poses no or limited risk and those risks are described in this section, they do not have to be repeated in the RISKS, STRESS AND DISCOMFORT section below. However, studies with extensive risk profiles for example, may need to elaborate upon the risks in the sections below. 

For more explanation and model summary statements for different types of studies see the document GUIDANCE: Key Information for Consent
PURPOSE OF THE STUDY

[Provide a brief background and describe the purpose of the activity in lay-language.]  

STUDY PROCEDURES

[Describe the procedures involved. Identify any procedures which are experimental.  Use separate paragraphs to describe each procedure.  

Include the commitment of time for each, the total amount of time involved, and how long the study will last. 

Describe questionnaires, surveys, and interviews and describe or provide examples of the most personal and sensitive questions you will ask.  

State that subjects may refuse to answer any question or item in any test, inventory, questionnaire, or interview.  

Include the use of medical, academic, or other records, photographs, audio, or visual recordings.  

Add a study flow chart or table, if available.]

RISKS, STRESS, OR DISCOMFORT

[Include information on the psycho-social and physical risks, including side effects, stress, discomforts, breach of confidentiality, or the invasion of privacy that might result from each procedure. 

Do not state that there are no risks or that risks “should be” minimal.  

If appropriate, state how side effects will be handled and whom the subject should contact in the event of study-related injury, illness, or distress. 

If you will make recordings (e.g. audio/visual) of subjects, and you will keep the recordings indefinitely, share them with other researchers, or use them in presentations or publications, explain whether subjects will be given an opportunity to review the recordings and delete any portions.]
ALTERNATIVES TO TAKING PART IN THIS STUDY

For studies involving interventions (educational, social, medical, or other) include descriptions of alternative procedures or standard care that are available if a subject chooses not to be in the study.  

BENEFITS OF THE STUDY

Describe the expected benefits to individual subjects and/or society.  State if subjects will not benefit from being in this study.

SOURCE OF FUNDING
This section is required only if there is external funding for the research.
For all other research receiving external funding or other type of external support, state:  The study team and/or Heritage University is receiving [financial support, OR describe other type of support such as “the study drug”] from [insert sponsor’s name].

FINANCIAL INTEREST

This section is required when any investigator has a Financial Conflict of Interest.  If no one has a Financial Conflict of Interest, this section should be omitted.  Sample language is available, if needed.
CONFIDENTIALITY OF RESEARCH INFORMATION

State whether data will be confidential (linked to identifiers) or anonymous (no links). If you think it is important for your specific study to eventually destroy identifiers (or links to identifiers), state something like, “The link between your identifiers and the research data will be destroyed after the records retention period required by state and/or federal law.” State who or what other agencies (sponsors, other researchers, etc.) will have access to identifiable data.  Do not state that research data will not be released to subjects, unless you have a contractual obligation with a sponsor or other group to prevent release of data. However, it is acceptable to state that there are no plans to release the data to subjects, or to not mention this issue at all. Do not make statements to the effect that only the research team will have access to the data. 

Describe any limits to confidentiality (for example if study procedures may elicit information about child abuse, elder abuse, or harm to self or others).  You might state:

All of the information you provide will be confidential.  However, if we learn that you intend to harm yourself or others, we must report that to the authorities.
For all studies in which links between subjects’ identities and the data will be kept, add:  Government or university staff sometimes review studies such as this one to make sure they are being done safely and legally.  If a review of this study takes place, your records may be examined.  The reviewers will protect your privacy.  The study records will not be used to put you at legal risk of harm.
If applicable, state that a copy of the consent form will be placed in the subject’s medical, educational, personnel, or other record.

If you have or are obtaining a federal Certificate of Confidentiality, for a study conducted within the United States, sample language is also available for this.
If you are collecting biospecimens and/or conducting genetic sequencing, sample language is available for this. 
OTHER INFORMATION 
You may refuse to participate and you are free to withdraw from this study at any time without penalty or loss of benefits to which you are otherwise entitled.

Include a description of inducements (money, service, course credit) subjects may receive for participation.  If course credit is involved, include a description of alternatives the student has to receive the same credit if they choose not to participate in the research.  
Indicate what costs subjects may immediately or ultimately have to bear.  
RESEARCH-RELATED INJURY

FOR ALL STUDIES

Add one of the following statements, or combine the language of both, as appropriate for the study:
If you think you have been harmed from being in this research, contact [INSERT NAMES AND CONTACT INFORMATION].

OR

If you think you have a medical problem or illness related to this research, contact [INSERT NAMES AND CONTACT INFORMATION] right away. He/She/They will treat you or refer you for treatment. 
STUDIES INVOLVING MORE THAN MINIMAL RISK

Studies vary widely with regard to types of risks, and the magnitude and probability of risk. Therefore you are free to develop your own language except where specified below, as long as the federal requirements (the bullet points) are addressed. Regulations do not allow a waiver of this requirement or any parts of it, even when the only risks are non-physical risks that might arise (for example, from a breach of confidentiality).

· Inform subjects about whom to contact if they experience a research-related injury or adverse event. Specify the hours when the contact person(s) is available, and whether they will reach a person or will need to leave a voice mail message.

Example: “It is important that you promptly tell the researchers if you believe that you have been injured because of taking part in this study. You can tell the researcher in person or call him/her at the number(s) listed at the top of this form. This number is monitored 24 hours a day.” 

Example: For studies involving no physical risk, the statement above could be made more appropriate if you replace the word “injured” with “harmed”.

Example: For studies in the United States that might be associated with a life-threatening problem, this should generally include something like, “For a life-threatening problem, call 911 right away or seek help immediately. Contact [insert names and contact information] when the medical emergency is over or as soon as you can. For all other problems:  contact [insert names and contact information] right away. He/she/they will treat you or refer you for treatment.”

· Inform subjects about whether any medical treatment is available if an injury occurs and, if so, what it consists of, or where further information can be obtained.
· Inform subjects about whether any compensation is available.  

Printed name of study staff obtaining consent*
Signature*
Date*

[*Required for studies involving more than minimal risk]

Subject’s statement

This study has been explained to me.  I volunteer to take part in this research.  I have had a chance to ask questions.  If I have questions later about the research, or if I have been harmed by participating in this study, I can contact one of the researchers listed on the first page of this consent form.  If I have questions about my rights as a research subject, I can call the Human Subjects Division at (206) 543-0098 or call collect at (206) 221-5940.  [If relevant, add:  I give permission to the researchers to use my medical records as described in this consent form.]  I will receive a copy of this consent form.

Printed name of subject

Signature of subject



Date

When subject is a minor:

Printed name of parent

Signature of parent



Date

When subject is not able to provide informed consent:

Printed name of representative
Signature of representative


Date

Relationship of representative to subject

Copies to:
Researcher



Subject



Subject’s Medical Record (if applicable)
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