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Informed Consent Short Title

INFORMED CONSENT FORM FOR EXPANDED ACCESS USE

Consent Template Version: September 2026
This is a template - please replace all of the text in red with information about this specific expanded access use and remove all the blue text instructions.

[bookmark: _Hlk188431597]Investigational Product: 	Name of the investigational drug/biological product/device

Manufacturer: 	Name of the manufacturer of the drug/biological product/device

Physician: 	Treating Physician Name, credentials (e.g., Jane Smith, MD, Professor, Internal Medicine, UTHealth Houston)

Contact:	Contact information for treating physician or clinic


Include only for Parental Permission forms
If you are reading this form as the parent or guardian of a patient, “you” refers to your child.

Include only if a Legally Authorized Representative may be used to provide consent
If you are giving consent for another person, “you” refers to that person.  

Expanded access is a potential pathway for a patient with a serious disease or condition to gain access to an investigational medical product (drug, biologic, or medical device) for treatment outside of clinical trials when no comparable or satisfactory alternative treatment options are available. While this use involves an investigational product, this is not a research study. 

You have been diagnosed with name of the disease or condition.

Choose one of the three options presented below that is most relevant to this particular patient  
[bookmark: _Hlk184027654]For your condition, there is no drug | device currently approved by the Food and Drug Administration (FDA) for use in routine medical care in the United States.

OR The Food and Drug Administration (FDA)-approved drug | device available for your treatment did not work for you.

OR You cannot tolerate the side-effects of the drug | device approved by the Food and Drug Administration (FDA) for treatment of your condition.

Dr.  treating physician name, would like to treat you with name of the drug/biological product/device. Name of the drug/biological product/device is an investigational drug/biological product/device. It is NOT approved by the FDA for the treatment of your disease. 

Your doctor has received authorization from the FDA to treat you with name of the investigational drug/biological product/device under the FDA’s expanded access use program. FDA authorization does not mean FDA has determined the product is safe or effective for this condition.


[bookmark: _Hlk215573119]ONLY include if the treating physician has a conflict of interest. 
[bookmark: _Hlk215573099]Dr. name of treating physician receives payments for consulting or other services he | she provides to Manufacturer’s Name, who is developing this drug | biologic | device. You may ask Dr. Treating physician for more information about this financial interest.

Taking name of the investigational drug/biological product/device is your choice. You can decide to take it now and change your mind later. If you decide to stop using it, tell your doctor as soon as possible. Your decision to not take it, or to stop taking it later, will not affect your access to benefits, medical care, or services that you would otherwise receive.

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. 

What are the potential benefits of receiving the treatment?
List potential benefits of the investigational device, if any. Include a statement to reflect that the anticipated benefit may be uncertain or that the disease may worsen with the treatment.
Your doctor would like to treat you with name of the investigational drug/biological product/devicebecause he or she believes that it may benefit you. However, there is no guarantee that you will benefit from this investigational treatment. It is possible that you will receive no benefit other than receiving the standard care for name of disease or condition which includes treatment you would normally receive if you do not agree to this expanded access use, or it could worsen your condition.

It is not known if this investigational device will help you. Your condition may get better, stay the same, or possibly get worse.

What are the potential risks of this treatment?
Provide a list of reasonably foreseeable risks or side effects of the investigational drug/biologic. 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 drug/biologic, if appropriate. Provide specific instructions for whom the patient should contact if experiencing serious side effects.
There is a risk that name of the investigational drug/biological product/devicemay make your condition worse. The following are serious side effects that have been reported for the name of the investigational drug/biological product/device:

LIST KNOWN SIDE EFFECTS

There may be side effects of name of the investigational drug/biological product/device that are currently not known These effects could be immediate and short term, or your future health may be affected in ways that are currently not understood.

If you experience side effects listed above or any other adverse effects contact Dr. name of treating physician at the phone number at the bottom of this page. 

In case of emergency, contact Dr. name of treating physician at the phone number at the bottom of this page or get emergency medical help immediately.

If administration of the investigational drug/biologic/device involves a procedure, include this paragraph
The name of the investigational drug/biological product/device needs to be administered via state procedure name. Risks of the procedure may include: list procedure risks

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 number of visits or treatments as applicable.
You will receive the investigational drug approximately example - every 2 months (6–8 weeks) for up to 1 year.

After you complete this treatment, you will still need to come to the clinic for follow-up visits for example - at least every four months for the next year.

If you do not accept this treatment, what are the other choices?
Explain that to provide an investigational drug/biologic/device 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.
Your doctor determined that there are no other drugs/biological products/devices suitable to treat your disease and that there are no clinical trials that you could enroll in. However, you can discuss other options with your doctor. 

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. 

Example: You will be given 10 mg/kg body weight of investigational drug or biological product, by intravenous infusion (in your vein) over 90 minutes once a week for 4 weeks. Your blood will be collected every four weeks for routine laboratory tests.  

Can your doctor stop the treatment without your permission?
In certain situations, your doctor may need to stop the treatment without your permission if:
· Your condition gets worse.
· The treatment is no longer safe for you. 
· New information suggests that this treatment does not work. 
· You become pregnant. Only include for individuals capable of becoming pregnant.
· New information suggests that another treatment is better.
· FDA tells your doctor that your treatment should be stopped. This may happen if the FDA receives new information about the investigational drug that your doctor may not know because it is confidential.
· The investigational drug is no longer available from the manufacturer.

If your doctor stops your treatment, you will be told as soon as possible. 

Use only for expanded access use that include drug/biologic:
Can you stop taking this treatment?
You may decide to stop receiving this investigational drug/biological product/device at any time. If you wish to stop, please contact Dr. Treating physician.

While you are receiving this treatment, your doctor will notify you of any new information that may become available and could affect your willingness to continue receiving this treatment. 

What is the cost of the treatment?
[bookmark: _Hlk185848932]You or your insurance company will be charged for the treatment. You will be responsible for any costs your insurance does not cover. Contact your insurance company if you have any questions about these costs or what out-of-pocket expenses you may have.

If you receive this treatment, your insurance may not cover the cost of some of the tests and visits to see your doctor that are related to receiving this investigational drug/biological product/device. Contact your insurance company to learn more about the coverage if you decide to receive the treatment.

You will not receive payment or other compensation for receiving this treatment.

What happens if you are injured as a result of taking this treatment?
[bookmark: _Hlk185848975]If you suffer an injury as a result of being treated with name of the investigational drug/biological product/device, please understand that nothing has been arranged to provide free treatment of the injury or any other type of payment. However, necessary facilities, emergency treatment, and professional services will be available to you, just as they are to the general community. You should report any such injury to Dr. treating physician name. You will not give up any of your legal rights by signing this consent form.

How will privacy and confidentiality be protected? 
Your privacy is important. Your medical record will contain information related to your treatment with name of the investigational drug/biological product/device.

[bookmark: _Hlk215573477]If you sign this document, you give permission to UTHealth Houston | Memorial Hermann Health System | Harris Health to use and disclose (release) your health information. The health information that may be used or disclosed for this expanded access use includes all information in a medical record, results of physical examinations, medical history, lab tests, or certain health information indicating or relating to this treatment. Please understand that health information used and disclosed may include information relating to HIV infection, drug abuse, alcohol abuse, behavioral health, and psychiatric care.

Please understand that data will be sent to the name of manufacturer who is the manufacturer of the name of investigational drug/biological product/device. The data that will be sent to the manufacturer will not include your name but may include your initials, date of birth, date of treatment visits, and dates of treatment procedures.

[bookmark: _Hlk185849182]People who receive your health information may not be required by Federal privacy laws (such as the Privacy Rule) to protect your health information and may share your information with others without your permission, if permitted by laws governing them. If all information that does or can identify you is removed from your health information, the remaining information will no longer be subject to this authorization and may be used or disclosed for other purposes.

Representatives of the organizations listed below may see your name and other personal identifiers when they review your medical records:
· Representatives of UTHealth Houston | Memorial Hermann Health System | Harris Health
· Representatives from the U.S. Food and Drug Administration (FDA)
· Representatives from name of the manufacturer

[bookmark: _Hlk185849240]In addition, the following people/institutions may have access to your identity and information about your use of the investigational drug:
· Your insurance company or health benefits program
· The clinic staff directly involved in your medical treatment

Please note that you do not have to sign this Authorization, but if you do not, you may not receive the investigational treatment. UTHealth Houston | Memorial Hermann Health System | Harris Health may not withhold treatment or refuse to treat you if you do not sign this Authorization. 

You may change your mind and revoke (take back) this Authorization at any time. Even if you revoke this Authorization, the representatives above may still use or disclose health information they already have obtained about you as necessary to maintain the integrity or reliability of the current expanded access use. To revoke this Authorization, you must write to privacy@uth.tmc.edu or Privacy Officer, PO Box 20036, Houston, TX 77225.

This Authorization will expire 15 years after the end of this treatment. 

[bookmark: _Hlk185849297]Whom can you contact if you have questions about expanded use?
The Committee for Protection of Human Subjects at the University of Texas Health Science Center has reviewed expanded access use. You may contact them for any questions to discuss any concerns, comments, or complaints at (713) 500-7943.

If you have questions at any time about this treatment, please feel free to contact Dr.  name of treating physician at the phone number at the bottom of this page, as he | she will be glad to answer your questions. You can contact Dr. name of treating physician to discuss problems, report injuries, voice concerns, obtain information about the treatment with this investigational device.


PERMISSION SIGNATURES
Your signature below provides your consent to be treated with this investigational treatment.
If the patient is able to provide consent, use this signature block and delete the LAR signature block (below).


	
	
	
	
	

	Printed Name of Patient



	
	Signature of Subject
	
	Date              Time

	
	
	
	
	

	Printed Name of Person Obtaining Informed Consent
	
	Signature of Person Obtaining Informed Consent
	
	Date              Time




If the patient is not able to give their own consent, use LAR signature block and delete the signature block above.
	


	
	
	
	

	Printed Name of Patient





	
	Relationship of Legally Authorized Representative to Patient  
	
	

	
	
	
	
	

	Printed Name of Legally Authorized Representative




	
	Signature of Legally Authorized Representative
	
	Date              Time

	Printed Name of Person Obtaining Informed Consent
	
	Signature of Person Obtaining Informed Consent
	
	Date              Time




Contact Name: add contact’s name
Telephone: add contact’s phone number




Contact Name: add contact’s name
Telephone: add contact’s phone number
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