	INSTRUCTIONS (delete this text box once editing is complete)
This consent template is intended for emergency or compassionate use of an investigational drug, device, or biologic. It is not a research consent template.
[Red bracketed text] is instructional. Delete it after editing is complete.
(Text in parenthesis) indicates there is a choice to be made about which language to include. Delete anything that is not relevant and remove parentheses after editing is complete.



PERMISSION FOR TREATMENT WITH AN EXPERIMENTAL ITEM
Treating physician: [insert physician name and contact information]
24-hour emergency number: [insert phone number]
[Insert name of physician] is offering to treat (you) (your child, in which case the word “you” will refer to “your child” throughout this document) (the person you represent, in which case the word “you” will refer to the person you are representing) with [name of unapproved drug, device, or biologic] because you have a serious condition called [insert disease or condition]. This treatment is experimental and is being offered to you because there are no alternative FDA approved options available to you [you may choose to revise this sentence for specificity: e.g., the FDA approved treatment didn’t work for you; you cannot tolerate the side effects of the FDA approved treatment]. The information below is intended to help you make a decision about whether to receive this treatment.
What should you know about this experimental treatment?
This treatment is considered experimental. This means it has not been approved by the FDA as being safe and effective for the treatment of [insert disease or condition]. 
[Insert physician name] is able to provide this experimental treatment because a request has been (sent to/granted by) the FDA under its expanded access program. 
This treatment is not research, and you will not be considered a research subject.
Someone will explain this treatment to you.
Your decision about whether to get this treatment is voluntary. It is your choice.
You can choose not to get this treatment.
You can agree to get this treatment now and change your mind later.
If you do change your mind, contact [insert physician name] right away.
Whatever you decide it will not be held against you. There will be no penalty or loss of benefits to which you are otherwise entitled. 
Feel free to ask all the questions you want before you decide. You can discuss your questions with [insert physician name], another doctor, your family, friends, or any other trusted person.
How long will this experimental treatment last?
[Include a description of the length of time the treatment will last (e.g., hours, days, weeks, months, years, or until a certain event). If applicable, describe the number of visits or treatments and any long-term follow-up.] 
What happens if I get this experimental treatment?
[Tell the patient what to expect using lay language and simple terms. Describe the procedures in chronological order. For lengthy procedures descriptions, consider including some of the information in an addendum. Consider using bullets lists, tables, diagrams, or some other visual presentation rather than providing dense blocks of text. The table below is meant as a demonstration and can be revised to reflect the treatment specifics.]
	TREATMENT VISIT
	PROCEDURES 
	DETAILS

	Day 1 
	Provide blood samples
	Routine laboratory tests

	Day 3 and every 6-8 weeks
	Receive injection of [insert drug name] 
	The drug will be given to you during a 90 minute clinic visit

	Day 30 
	Provide blood samples
	Routine laboratory tests

	Month 4
	Undergo CT scan to take a picture of [insert as appropriate]
	You will spend 30 minutes in the scanner so we can see whether there is any change in the size of the tumor



Is there any way this experimental treatment could be bad for me?
[Describe the reasonably foreseeable risks of the investigational treatment. Reasonably foreseeable risks include those that are more likely to occur and/or that are serious.]
This treatment is investigational which means we don’t know what kind of side effects you may experience. Side effects could be a minor inconvenience or may be so severe as to cause death. These side effects could be immediate and short-term or could affect your future health in ways we do not understand. These are some side effects that have been reported for [insert name of investigational treatment]: [Consider using a bulleted list or table. List serious side effects first and then risks that are more likely to occur. Provide information about the frequency of risk, if available].
[It may also be appropriate to describe the potential risks of medical procedures associated with providing the treatment.]
If you are or become pregnant, this treatment may hurt your baby or your pregnancy in ways that are unknown. These may be a minor inconvenience or may be so severe as to cause death. 
If you experience the side effects listed above or any other negative effects, contact [insert physician name] at the number listed at the top of this form. In case of an emergency, use the contact information at the top of this form or get emergency medical help immediately. 
Can your doctor stop this treatment without your permission?
[Describe any situations where the physician may stop the treatment without the patient’s consent. Explain that the patient will be notified if this occurs.]
(Your doctor may need to stop this treatment without your permission. Some reasons this might happen are:
· Your condition worsens
· The (drug/device/biologic) is not safe for you
· You become pregnant
· New information suggests the (drug/device/biologic) doesn’t work for your condition
· New information suggests a different experimental treatment is better
· The (drug/device/biologic) is no longer available from the manufacturer)
Can this experimental treatment help me?
[List potential benefits of the experimental treatment, if any.]
We cannot promise that this treatment will help you. The goal of this treatment is to [describe the potential benefits of the treatment]. However, your condition may get better, stay the same, or possibly get worse. 
Do I have other options?
[Insert physician name] has already determined that there are no available satisfactory alternative therapies to treat your condition and there are no clinical trial studies that you can enroll in. But you can still decide you don’t want to take the experimental treatment or discuss other options with [insert physician name].
Who will pay for the treatment?
[Explain whether any of the costs of treatment will be covered by the institution, any costs that will be covered by the patient or their insurance, and note that insurance may not pay for experimental treatments.] 
([Insert institution] will pay for the costs of your treatment, including costs of treating side effects, adverse reactions, illness, or injury that results from the treatment.)
(You or your medical insurance company will be charged for the treatment. Insurance may not pay for some or any of this treatment because it is considered experimental. [Provide information about what costs the patient is likely to need to cover, if you are able.] You may wish to speak with your medical insurance provider about reimbursement before beginning this treatment to get the most accurate information.)
What else do I need to know?
Efforts will be made to limit your personal information, including medical records, to people who have a need to review this information. Organizations that may inspect and copy your information include appropriate representatives of the [insert as appropriate University of Washington, FHCC] and the Food and Drug Administration. Additionally, your health insurers, health care providers, and anyone you have given permission to access your medical records may learn of your treatment. [NOTE: a research HIPAA Authorization is not required.]
[Describe any compensation or medical treatments available to the patient, if any, if they are injured as a result of the treatment.] If you are injured or made sick from taking part in this treatment, medical care will be provided. Generally, this care will be billed to you or your insurance. However, it is possible that your insurance will not pay for the care, because the treatment is experimental as described under the heading, “Who will pay for the treatment?”
Who can I talk to?
If you have questions, concerns, complaints, would like to withdraw from treatment, or think the treatment has hurt you, contact [insert physician name] using the information at the top of this form.
This treatment is subject to oversight by the University of Washington Institutional Review Board. If you have questions about your rights or any unresolved question, concerns, or complaints, talk to them at (206) 543-0098 or hsdinfo@uw.edu. 

Patient consent for experimental treatment.
Your signature documents your permission to take part in this experimental treatment. 
[If electronic documentation of consent will be obtained, include this statement. This language is applicable when using UW ITHS REDCap, UW Medicine RIT REDCap Part 11, and UW eSignatures (powered by Docusign) and may apply to other situations as well. Example language for UW Florence eConsent can be found on Designing the Consent Process. The language can be modified, as needed.] A copy of the consent form or HIPAA Authorization if applicable will be emailed to you at an email address that you provide. It will be a “PDF” document. Most computers already have PDF viewer software installed, which will allow you to open, read, or print the consent form or HIPAA Authorization form. The email we send you will include a link to PDF viewer software (such as Adobe Acrobat Reader) in case your computer doesn’t already have it. If you would prefer to receive a paper copy of the consent form or HIPAA Authorization form at no cost to you, please contact the treating physician listed at the top of this consent form.


Signature of person providing consent  	                Printed name of patient			Date
(patient, LAR, parent/guardian)


Printed name of legally authorized representative (LAR), parent/guardian [Delete if it doesn’t apply]							

Signature of person obtaining consent		Printed name					Date
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