
University of Illinois at Chicago

Consent for Emergency Use of an Investigational Drug/Biologic/Device 

“[Insert Name of Test Article]”

Why am I being asked?

You are being asked to consent to your/your child’s treatment with [insert] for [insert] by [insert], MD, [insert] Professor in [insert] at the University of Illinois at Chicago (UIC). You/your child is eligible for this treatment with this investigational drug/biologic/device because [insert]. This experimental treatment is being provided by [Insert Name of Sponsor/Manufacturer].  We ask that you read this form and ask any questions you may have before agreeing [to allow your child] to receive this experimental treatment.

Your/your child’s decision to receive this experimental treatment is voluntary. Your choice whether or not to receive this treatment will not affect your current or future relations with the University. 

[Insert Conflict of Interest Statement as necessary]

Why is this experimental treatment being considered? [Describe why the patient’s conditions require immediate treatment and why there are no acceptable standard treatment alternatives.] 

The physicians caring for you/your child believe that the use of [insert] may help treat your/your child’s condition. [Insert] is investigational (not yet approved by the U.S. Food and Drug Administration (FDA).  
What procedures are involved?  [Describe the procedures specific to this experimental treatment, including the number and frequency of when each will be performed.   Do not include routine clinical services that would otherwise be performed.]

If you agree to this treatment, the supportive treatment/care for you/your child will not change. We may have to do additional lab tests. 
What are the potential risks and discomforts?   [Describe the risks including the likelihood, severity, and reversibility, if applicable, of each risk associated with this experimental treatment. Include any specific safeguards that will be taken to avoid or minimize risks].
You/your child will be closely monitored for these side effects and other complications. 

Are there benefits to receiving this treatment? 

Based on the limited experience with [insert] in patients with similar disorders, your/your child’s doctors believe you/your child might benefit from receiving this experimental treatment. The potential benefits may include: treatment of the [insert] and some improvement in your/ your child's condition. Of course, because individuals respond differently to therapy, no one can know in advance if it will be helpful. 

What other options are there? 

Your/Your child’s condition has not responded to standard therapy or There are no standard therapies to treat your/your child’s [insert] disease/condition. 

You may choose to not receive/your child to not receive [insert]. This decision will not affect the care we provide for you/your child. We will support your decision whatever it is. 

What about privacy and confidentiality?

In general, the only people who will know about your/your child’s treatment are the clinicians providing care to you/your child, including physicians and nurses. No information about you/your child will be disclosed to others without your written permission, except: 

-if necessary to protect your/your child’s rights or welfare (for example, if you/your child are/is injured and need emergency care or when the UIC Institutional Review Board monitors the emergency use of investigational drugs); or 

-if required by law. 

Authorized representatives of the Food and Drug Administration (FDA) and [insert], the manufacturer of the drug/device/biologic being used, may need to review records of individual patients. As a result, they may see your/your child’s name, but they are bound by rules of confidentiality not to reveal your/your child’s identity to others. 

As treatment with this investigational drug/device/biologic is part of your/your child’s clinical care, your/your child’s treatment will be documented in the medical record. The medical record is accessible to health care workers involved with your/your child’s care. The health care workers are bound by rules of professional conduct to protect privacy.

What are the costs for receiving this treatment?  

You or your third party payor will be billed in the normal fashion for this treatment. It is possible that your insurance will not pay for all of the treatments and tests you will receive as a result of your/your child’s treatment with [insert]. That is because many insurance companies, HMOs, and health benefit plans do not cover experimental treatments.
What if I am/my child is injured as a result of his participation?  

In the event of injury, continued care and treatment will be available through the UIC Medical Center.  However, you or your third party payor, if any, will be responsible for payment of this treatment. There is no compensation and/or payment for such medical treatment from the UIC Medical Center for such injury except as may be required of the University by law. 

If you feel you/your child have been injured, you should contact the physician, Dr. [insert] at [insert]. 
Can I withdraw or my child be removed from this treatment? 

Your decision to be treated/treat your child with [insert] is VOLUNTARY. If you choose not to participate, it will not affect your relationship with UIC.  If you decide to participate, you are free to withdraw your consent and discontinue participation at any time without affecting your future care at UIC. 

The clinicians may withdraw your/your child’s treatment with [insert] without your consent if circumstances arise which warrant doing so. For example, if you/your child experience/s severe side effects or if your/your child's condition gets worse during the treatment, the therapy may be stopped, even if you would like to continue. The physician, Dr. [insert], will be taking care of you/your child and will make the decision and let you know if it is not possible for them to continue. This decision may be made either to protect either your/your child’s health or safety. 

Who should I contact if I have questions? [Include a 24-hour emergency contact number]

You may ask Dr. [insert] any questions you have now. If you have questions later, you may contact the Dr. [insert] at [insert].

What are my/my child’s rights as a participant?

In addition, if you have any questions about your/your child’s rights and treatment with this investigational drug, you may call the Office for Protection of Research Subjects at 312-996-1711 or 1-866-789-6215 (toll-free).

You will be given a copy of this consent for your information and to keep for your records. 

Signature of Subject or Legally Authorized Representative
I have read (or someone has read to me) the above information. I have been given an opportunity to ask questions and my questions have been answered to my satisfaction. I agree to receive this treatment/allow my child to receive this treatment.  I have been given a copy of this form.

Printed Name of Patient

Signature of patient

 

Date  

Signature of Legally Authorized 

Date  
Representative of Subject 



Describe relationship to Subject

Signature of Physician 
Date (must be same as subject or subject’s authorized representative)

Printed name of Physician

OR [When patient is a minor]
Printed Name of Child

Signature of parent or legal guardian 

Date  

Printed name of parent or legal guardian

Signature of Physician 


Date (must be same as parent’s/guardian)

Printed name of Physician
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