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	OSF Informed Consent Form Language



Refer to the IRB of record for the appropriate informed consent template.

Subject Injury Language
The following language is OSF-required and must not be altered without prior written approval from OSF Research Administration.

NOTE: OSF, as a Signatory Institution with the National Cancer Institute (NCI) Central IRB (CIRB), complies with NCI CIRB requirements not to alter subject injury language in the model informed consent templates. Therefore, per current OSF policy, “Informed Consent for Research,”  OSF approves the ‘Subject Injury’ language as presented in the model informed consent templates approved by the NCI CIRB, without modification.

1. When SPONSOR is paying costs for illness and/or injury, use:
It is important to follow the study doctor’s instructions. If you feel sick or have an injury while in the study, contact the study doctor right away.
If your illness or injury is caused by the study drug or study procedures, the sponsor will pay for your medical treatment. You will not have to pay for treatment of injuries caused by the study. The sponsor will not pay for extra costs, like lost wages or medical care for health problems not caused by the study. You or your health insurance will need to cover those costs.
[bookmark: _Hlk211943282]You do not give up any of your legal rights by being in the study. You may still choose to take legal action if you are injured. 

2. When SPONSOR is NOT paying costs for illness and/or injury, use:
It is important to follow the study doctor’s instructions. If you feel sick or have an injury while in the study, contact the study doctor right away. 
If your illness or injury is caused by the study drug or study procedures, you will receive medical treatment. The costs of this treatment will be billed to you or your health insurance. The sponsor will not pay for other costs, like lost wages.  
[bookmark: _Hlk211943294]You do not give up any of your legal rights by being in this study. You may still choose to take legal action if you are injured. 


Pregnancy Language

OSF HealthCare has two acceptable approaches (beyond the NCI boilerplate template language) to achieve an ERD compliant informed consent that originated from a sponsor or external source. The first is a ‘disclaimer’ style where the following text [after finalizing wording in brackets] is inserted before the language in the informed consent specific to avoiding pregnancy. The only additional edit needed to the informed consent specific to pregnancy is the inclusion of “abstinence” as a means of avoiding pregnancy if individual methods are listed.

As a Catholic health care system, OSF HealthCare follows the Ethical and Religious Directives for Catholic Health Care Services. OSF HealthCare does not support birth control. To meet the study sponsor's requirements, we must provide this information to all participants. 
Infertility is a risk of certain [drugs, medical devices, or procedures] used in this study. Before joining the study, you may want to talk with your provider about options for protecting your ability to have children in the future.

The second acceptable approach is where the following text [after finalizing wording in brackets] is inserted before the language in the informed consent specific to avoiding pregnancy. Afterwards, any template mentions of “birth control” should be replaced with “acceptable means to avoid pregnancy” and abstinence must be listed as a means to avoid pregnancy.

My physician has explained that this research may be hazardous to an unborn child. If I become pregnant while undergoing this research treatment/therapy, there may be injury to my baby. It is understood that by my agreement to participate in the clinical trial I will use acceptable means to avoid pregnancy throughout the duration of the study.

Infertility is a risk of certain [drugs, medical devices, or procedures] used in this study. Before joining the study, you may want to talk with your provider about options for protecting your ability to have children in the future.

Subject Payment and Reimbursement Language
1. When Expected Compensation is GREATER THAN 75% of the IRS Reporting Threshold, use:
You may receive payment for taking part in this study. This payment is for your time and effort. The IRB has reviewed the payment to make sure it is fair.
The study team will explain the payment details.
If your total payments from OSF in one calendar year meet or go over the IRS reporting limit, OSF must report this to you and to the IRS using a Form 1099. The IRS sets this limit and may change it over time.
OSF will not take taxes out of your payment. You are responsible for reporting this income and paying any taxes you owe. Payments may have tax implications. The research team and the institution cannot provide tax advice. If you have questions about how study payments may affect your taxes, you should consult a tax advisor.
Because your total payment is expected to be more than 75% of the IRS reporting limit, you must complete a “Substitute W-9” form at enrollment if you want to receive payment.
· Completing this form is required to receive study payment.
· The form allows OSF to track your payments and report them to the IRS only if required.
· The study team will help you complete the form.
· Your information will be protected like your health information.
Receiving payment is optional.
If you do not complete the W-9 form:
· You will not receive study payment.
· You may still take part in the study.
· You may still receive reimbursement for expenses.
☐ YES, I choose to receive study payment and will complete the W-9 form.
☐ NO, I choose not to receive study payment.
Participant Initials: ______________

Reimbursement (Separate from Payment)
You may receive reimbursement for costs such as gas, parking, meals, or lodging.
· You must provide receipts.
· You do not need to complete a “Substitute W-9” form for reimbursement.

2. When Expected Compensation is LESS THAN OR EQUAL TO 75% of the IRS Reporting Threshold, use:
You may receive payment for taking part in this study. This payment is for your time and effort. The IRB has reviewed the payment to make sure it is fair.
The study team will explain the payment details.
If your total payments from OSF in one calendar year meet or go over the IRS reporting limit, OSF must report this to you and to the IRS using a Form 1099. The IRS sets this limit and may change it over time.
OSF will not take taxes out of your payment. You are responsible for reporting this income and paying any taxes you owe. Payments may have tax implications. The research team and the institution cannot provide tax advice. If you have questions about how study payments may affect your taxes, you should consult a tax advisor.
Because your expected payment is less than or equal to 75% of the IRS reporting limit, you will not need to complete a “Substitute W-9” form at enrollment.
Receiving payment is optional.
☐ YES, I choose to receive study payment.
☐ NO, I choose not to receive study payment.
Participant Initials: ______________

Reimbursement (Separate from Payment)
You may receive reimbursement for costs such as gas, parking, meals, or lodging.
· You must provide receipts.
· You do not need to complete a “Substitute W-9” form for reimbursement.

Genetic Testing Language
This section should be added to an informed consent whenever genetic testing, genetic services, or the collection of genetic information are involved. This language has been approved by the Peoria IRB and should not be altered. If GINA language is included in the sponsor's template, use this language instead.

Taking part in this research study, if it became known outside the research, could place you at risk with the law, harm your reputation, or hurt your ability to keep your job or get a new one. It also may hurt your ability to have insurance (health, life, auto, etc.). Although there is always the possibility of a breach of confidentiality, every effort will be made to protect your research data.  
There can be risks in learning about your own genetic information. Genes carry information about you, including health issues that you have or you or your blood relatives may get. Information like this may be found during this study. Sometimes medical findings are upsetting to families or they wish they didn't know the information. Because of this, you may want to discuss this study with your family before you decide to take part. 
Genetic information is unique to you. There is an unlikely, but possible risk that someone could trace the genetic information we obtain in this study back to you. This risk may increase in the future with new technologies. We have safeguards in place to help prevent this from happening.
A federal law called the Genetic Information Nondiscrimination Act (GINA) generally makes it illegal for health insurance companies, group health plans, and employers with 15 or more employees to discriminate against you based on your genetic information. However, Illinois and Michigan law provides additional protection by prohibiting any employer, no matter how small, from using genetic information to make decisions about hiring, promotions, or your job.  GINA does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance. GINA also does not protect you against discrimination based on an already-diagnosed genetic condition or disease.


FERPA Consent for Research Language
This language is to be used when conducting research using IDENTIFIABLE education records.

This research will utilize [NAME OF INSTITUTION] student education records. [NAME OF INSTITUTION] student education records are protected by the Family Educational Rights and Privacy Act of 1974 (FERPA).
In compliance with FERPA, disclosure of your education record data elements for this research requires your signed and dated consent.
By completing this form and agreeing to voluntarily participate in this research, you are also consenting to the following disclosures of your education record data elements for the purposes of the study to the members of the research team listed on this IRB protocol: [INSERT DATA ELEMENTS. EXAMPLES INCLUDE, BUT ARE NOT LIMITED TO:
· Example Data Element 1 (e.g., enrollment in EN.XX.XXX)
· Example Data Element 2 (e.g., quiz grades and final exam grades in EN.XX.XXX)
· Example Data Element 3 (e.g., Canvas discussion board postings for EN.XX.XXX which include student name)]

The principal investigator (PI) for this research has been informed that they may use your education record information only for the purposes of this research, and that they are not permitted to disclose your education record information to any other party without your prior consent or as allowed by FERPA.
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