UC Davis Health Informed Consent Document for [Emergency Use or Expanded Access] of Investigational Drug or Device
Project Title: [insert title of treatment here]
Doctor: [insert name of principal investigator]

Include if you are treating children or cognitively impaired adults. Otherwise delete:
If you are providing consent for your child or are the legal representative for the individual who is to receive this emergency treatment, “you” in this form refers to the individual receiving treatment.
1. Introduction
Read this document carefully. You may want to discuss your options with your doctors, family, friends, and others before deciding on whether to receive the treatment. Please ask questions about anything you do not understand. You will find a contact information table at the end of the document.

You have been diagnosed with [name of the disease or condition for which the investigation product will be provided for treatment].

Choose the best option from the following list:
[Option 1]
For your condition, there is no product approved by the Food and Drug Administration (FDA) for use in routine medical care in the United States.

[Option 2]
The Food and Drug Administration (FDA)-approved drug(s) available for your treatment did not work for you.

[Option 3]
However, you are unable to tolerate the side effects of the drug(s) approved by the Food and Drug Administration (FDA) for the treatment of your condition.

Your doctor would like to treat you with [name of the investigational product]. [Name of the investigational product] is an investigational [drug or device] and is not approved by FDA for the treatment of your disease.

Choose the best option from the following list:
[Option 1]
However, in your case, the FDA has authorized your doctor to treat you with the investigational drug under the FDA’s expanded access program.

[Option 2]
Your doctor has requested or will request the FDA’s permission to treat you with the investigational drug under the FDA’s expanded access program.

Whether or not you take this investigational product is up to you. If you choose not to receive the investigational product, it will not result in a penalty or loss of benefits to which you are otherwise entitled.

You can choose to take the investigational product now but change your mind later. Tell your doctor right away about your decision if you change your mind later. It will not result in any penalty or loss of benefits to which you are otherwise entitled.
2. What are the potential benefits of receiving this treatment?
List potential benefits of the investigational product, if any.
Include a statement to reflect that the anticipated benefit may be uncertain or that the disease may worsen with the treatment. Example language is provided below:

There is a chance that the [investigational product name] may [(1) improve . . ., (2) reduce . . ., etc.] However, there is no guarantee that it will happen in your case. Your condition may get better, stay the same, or possibly get worse. 
3. What are the potential risks of this treatment?
Provide a list of reasonably foreseeable risks or side effects of the investigational product. Include frequency, if known. Include information on risks that are more likely to occur and those that are serious. Discuss any potential risks from the medical procedures necessary to administer the product, if appropriate. Provide specific instructions for whom the patient should contact if experiencing serious side effects. Example language is provided below:
There is a risk that the investigational treatment makes your condition worse.

The following are serious side effects that have been reported for the investigational treatment:
· Serious injury to your kidneys that could lead to dialysis
· Significant disability
The following are side effects that are more likely to occur:
· Vomiting
· Diarrhea
· Lack of appetite

The investigational treatment needs to be administered via [W] route of administration during [X procedure]. Risks of [X procedure] may include headache, pain or numbness in the legs and lower back, and bleeding into the spinal canal where the main nerve that goes down your back. The doctors who will perform the [X procedure] are specifically trained and very experienced in performing this procedure.

There may be side effects of this investigational treatment that we do not know about. These effects could be immediate and short term, or your future health may be affected in ways that we currently do not understand.

If you experience side effects listed above or any other adverse effects, contact the staff listed on the contact information table.

In case of emergency, contact the staff listed on the contact information table or get emergency medical help immediately. 
Requirements for Preventing Pregnancy
Edit the information below to match the protocol and/or Investigator’s Brochure (IB) contraception requirements. If making edits, ensure all language is gender neutral. If there are no contraceptive requirements for this treatment, delete this section.
The drugs used in this treatment could be harmful to an embryo, fetus, or newborn baby. Talk to your doctor and the treatment team about your lifestyle and birth control methods. Tell the treatment team if you make any changes. 

If you can get pregnant or breastfeed:
You should not get pregnant or breastfeed while taking part in this treatment. 
Follow these requirements while on this treatment and for [insert length of time] after finishing treatment:
· Do not have sex with partners who can get you pregnant, or 
· Use an acceptable birth control method with partners who can get you pregnant. Include this statement if the treatment protocol requires use of “highly effective” contraception. If not, delete: This treatment requires highly effective birth control. Highly effective birth control fails less than one percent of the time with typical use. 
· Inform the treatment team right away if you become pregnant.
· Do not donate eggs.

If you can get someone pregnant:
Follow these birth control requirements while on this treatment and for [insert length of time] after finishing treatment:
· Do not have sex with partners who can get pregnant, or 
· Use an acceptable birth control method with partners who can get pregnant. 
· Inform the treatment team right away if your partner becomes pregnant.
· Do not donate sperm.

The treatment team will provide you with written information about appropriate birth control methods, which you should share with your sexual partners. 
4. How long will you be treated with the investigational drug/biologic?
Describe the length of time the treatment will last (e.g., hours, days, weeks, months, years, or until a certain event), as well as long-term follow-up, if appropriate. Include the number of visits or treatments as applicable. Example language is provided below:

You will receive the investigational drug approximately every 2 months (6–8 weeks) for up to 1 year.

[Include if applicable, otherwise delete.] After you complete this treatment, you will still need to come to the clinic for follow-up visits for <insert timeframe>. 
5. If you do not accept this treatment, what are the other choices?
Explain that to provide an investigational drug/biologic under expanded access, the doctor should determine there is no available comparable or satisfactory alternative therapy to diagnose, monitor, or treat the disease or condition and that the doctor has made such a determination. Example language is provided below:

There are no other treatments approved for your disease or clinical trials that you could enroll in. However, you can discuss other options with your doctor, such as not taking any investigational treatment. 
6. What are the procedures associated with the treatment?
Describe in chronological order the procedures that are necessary as part of receiving the treatment. Use a table, if needed, to organize the information. If describing every procedure will make the document too lengthy or detailed, include the information as an addendum. Examples are provided below:

	Date (chronological order)/Frequency
	Description of therapy; dose, route of administration
	Duration

	[Approximately every 2 months] (i.e., 6–8 weeks)
	[Administer drug Y in your vein] (10 mg/kg)
	[90 minutes]


 
	Date (chronological order)/Frequency
	Procedure for assessment
	Purpose

	Day 1
	Collect blood samples
	Routine laboratory tests

	Month 4
	CT scan to take a picture of your X
	If there is any change in the size of the tumor


7. Can your doctor stop the treatment without your permission?
Provide a list of reasons the doctor may stop the treatment without the patient’s consent. Explain that the patient will be notified if this happens. Examples are provided below:
In certain situations, your doctor may need to stop the investigational treatment without your permission if:
· Your condition gets worse.
· The investigational treatment is no longer safe for you.
· New information suggests that this investigational treatment does not work.
· You become pregnant.
· New information suggests that another investigational treatment is better.
· FDA tells your doctor that your treatment should be stopped. This may happen if FDA receives new information about the investigational treatment that your doctor may not know because it is confidential.
· The investigational treatment is no longer available from the manufacturer.

If your doctor stops your treatment, we will tell you as soon as possible. 
8. What is the cost of the treatment?
Explain that the patient may incur expenses for the treatment with the investigational drug/biologic. Explain to the best of your knowledge what costs the patient is likely to need to cover and that insurance may not cover all costs. Because the coverage of treatment with an investigational drug/biologic could be complex, it may be appropriate to recommend that the patient consult their insurer about reimbursement before initiating the treatment.

Choose the best option from the following list:
[Option 1] 
There will be no cost to you for any of the treatment activities or procedures. Neither you nor your insurance carrier will be charged for your taking part in this treatment. All costs associated with this treatment will be paid by the sponsor/department.

[Option 2] 
You or your insurance company will have to pay for all costs for medical care related to participation in this treatment, including co-payments and deductibles. You will have to pay for any costs your insurance does not cover. If you have any questions about these costs, or what out-of-pocket expenses you may have to pay, you should contact your insurance company. If you do not have health insurance, you will have to pay all the costs for your medical care just as you would if you did not take part in this treatment. 

If you need treatment for side effects while you are receiving treatment, you or your insurance will need to pay for this treatment. 

For more information about possible costs, please contact the care team. The care team can follow UC Davis Uninsured Non-Emergency Estimate Policy (Policy ID 1883) to work with their department and Decision Support Services to get you a cost estimate. 
9. What happens to samples collected during treatment?
Biospecimens (such as blood, tissue, or saliva) collected from you for this treatment and/or information obtained from your biospecimens may be used in research and shared with other organizations. You will not share in any commercial value or profit derived from the use of your biospecimens and/or information obtained from them.
10. What happens if you are injured from the treatment?
[This statement cannot be altered.] If you get injured as a direct result of being in this study, the University of California, Davis will provide reasonably necessary medical treatment, if it is available at that location. You can also seek medical treatment at a non-UC facility. Who pays for the treatment depends on different factors. The costs of medically necessary treatment may be handled in one of the following ways:

1. The costs may be covered by the University of California (for example, this may occur if you receive treatment at a University of California facility),
2. The costs may be billed to you or billed to your insurer, just like other medical costs, or
3. The costs may be covered or reimbursed by the University [if applicable: or the treatment sponsor, (sponsor name)].

The University [if applicable: and the treatment sponsor] do not normally provide any other form of compensation for injury. For more information about compensation, you may contact the IRB Administration at (916) 703-9158 or hs-IRBEducation@ucdavis.edu.

[Include if applicable, otherwise delete.] If the sponsor pays for any of your medical expenses, we may have to give the sponsor your: name, gender, date of birth, and Medicare ID or social security number. The treatment sponsor uses this information to check if you have Medicare. If you have Medicare, the treatment sponsor has to report the payment they made to Medicare. The treatment sponsor will not use this information in any other way. 
11. Who may see, use, or share your health information?
Provide information about the confidentiality policy of the clinic/hospital/sponsor OR include the list of your policies. Include a statement that the data from this investigational treatment will be shared with the FDA and note the possibility that the FDA may inspect the records related to the investigational treatment.
If you agree to this treatment, a signed copy of this consent document may be filed in your electronic medical record (EMR). This information will be used for your care and treatment and for healthcare operations, which may include billing and payment.

We will do our best to limit the use or disclosure of your personal information, including information from this treatment and from your medical records, to people who need to review this information. We cannot promise complete confidentiality. Some organizations may be required to inspect and copy your information including the IRB and other University of California representatives responsible for the management or oversight of this treatment. If you stop treatment, information that was already collected may still be shared with the FDA.

We have strict rules to protect your personal information and protected health information (PHI). We will limit who has access to your name, address, phone number, and other information that can identify you. If the result of this treatment is published, your personal identifying information will not be used.

[bookmark: _Hlk484011856][bookmark: _Hlk484012419]If you agree to this treatment, Federal or state laws may permit or require us to show information to university or government officials responsible for monitoring this treatment. We may also show your medical records to monitors, auditors, the IRB, and the FDA. These groups are required to keep these records confidential. The following is a list of individuals who may access your records:

· The manufacturer of the investigational treatment
· The U.S. Food and Drug Administration (FDA)
· Offices and committees responsible for the oversight of research
· Your insurance company or health benefits program
· The clinic staff directly involved in your medical care 
12. What other important information do you need to know?
Provide a list of other important information not covered in the sections above. Examples are provided below:
During your treatment, if we learn any new information about the risks or benefits of the investigational treatment your doctor will let you know.

You will not receive any payment as compensation for taking the investigational treatment.
13. Whom should I contact?
Provide consolidated contact information, as appropriate. If the contact information changes at any time, provide the new contact information to the patient.

	Name
Name of the doctor/clinical staff/board/IRB/advocate, etc.
	Contact information
Phone number, email, or address, etc., as appropriate
	For questions about…
Provide a consolidated list of issues for which a patient may have questions

	[Name of the staff]
	Phone:
E-mail:
Address:
	· Treatment, including any injury from the treatment.

	UC Davis Health Hospital Operator 

*In the case of an emergency, dial 911 from any phone.
	Phone: (916) 734-2011

Tell the Operator you are in a treatment study and you wish to talk to [the Internal Medicine Attending or Fellow on-call, etc.]
	· 24-hour contact information
· For non-emergency issues 

	Institutional Review Board (IRB)
	Phone: (916) 703-9158
E-mail: 
	· Questions about your rights or any unresolved questions, concerns, or complaints


 

14. Permission Signatures
Signature Block for Adult
	Your signature documents your permission to take part in this experimental treatment.

	
	
	

	Signature of patient or legally authorized representative
	
	Date

	
	

	Printed name of patient
	

	
	
	

	Signature of person obtaining consent
	
	Date

	
	
	

	Printed name of person obtaining consent
	
	





Signature Block for Children
	Your signature documents your permission for the named child to take part in this experimental treatment.

	
	

	Printed name of child
	

	
	
	

	Signature of parent or individual legally authorized to consent to the child’s general medical care
	
	Date

	
	· Parent
· Individual legally authorized to consent to the child’s general medical care (See note below)

	Printed name of parent or individual legally authorized to consent to the child’s general medical care
	

	Note: Investigators are to ensure that individuals who are not parents can demonstrate their legal authority to consent to the child’s general medical care. Contact legal counsel if any questions arise.


	· The IRB determined that the permission of one parent is sufficient. 
	



	Assent
	· Obtained
· Not obtained because the capability of the child is so limited that the child cannot reasonably be consulted.
· Waived by the IRB because the intervention or procedure involved in the treatment holds out a prospect of direct benefit that is important to the health or well-being of the child and is available only in this context.



	
	
	

	Signature of person obtaining consent and assent
	
	Date

	
	
	

	Printed name of person obtaining consent
	
	



Do not write below this line. For IRB stamp and version date only.
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