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UNIVERSITY OF CALIFORNIA IRVINE 
CONSENT FOR EXPANDED ACCESS OF AN INVESTIGATIONAL DRUG OR DEVICE
SHORT FORM 

Title of Study: 

Name of Principal Investigator, Department & Telephone Number: 

When a patient has a serious or life-threatening condition that is not addressed by current approved treatments, options may exist to use an investigational drug, biologic or medical device (i.e., one that has not been approved or cleared by Food and Drug Administration (FDA) to treat the patient). 

Normally, such investigational agents with significant risks may only be used on human patients through an FDA-approved clinical trial. However, there are circumstances under which a health care provider may use an investigational device outside of a clinical study to save the life of a patient or to help a patient suffering from a serious disease or condition for which no other alternative therapy exists. The use of an investigational agent outside of a clinical trial for treatment of a patient is called “Expanded Access” (sometimes referred to as “Compassionate Use”).

Treatment studies to see how safe and how well this [drug or device] treats diseases may be happening, but you are getting this to treat your condition. The use of [Name of drug or device] is for clinical purposes, not research.

Before you agree to this treatment the investigator must tell you about (i) the purposes, procedures, and duration of the treatment; (ii) any reasonably foreseeable risks, discomforts, and benefits of the treatment, (iii) any potentially beneficial alternative procedures or treatments, and (iv) how confidentiality will be maintained. 

Where applicable, the investigator must also tell you about (i) any available compensation or medical treatment if injury occurs; (ii) the possibility of unforeseeable risks; (iii) circumstances when the investigator may halt your treatment; (iv) any added costs to you; (v) what happens if you decide to stop treatment; (vi) when you will be told about new findings which may affect your willingness to continue treatment; and (vii) how many people will be treated with this drug or device. 

Because the complete informed consent document is not translated into a language you may understand, the English form will be translated for you verbally. If you agree to participate, you must receive a signed copy of this document and a copy of the complete informed consent document in English. If eligible for the treatment you will receive a translated version of the complete informed consent document in your preferred language, within one month from the date your eligibility is confirmed.

You may contact the Principal Investigator at above mentioned phone number anytime you have questions about the treatment. You may contact the UCI Institutional Review Board at 949-824-8170 or by email at IRB@research.uci.edu if you have questions about your rights or what to do if you are injured. 

Your treatment in this treatment is voluntary, and you will not be penalized or lose benefits if you refuse to be treated or decide to stop. Signing this document means that the treatment, including the above information, has been described to you orally in a language you understand, you have had a chance to ask any questions that you have about the treatment, and that you voluntarily agree to participate. 


NAME OF PATIENT	PATIENT SIGNATURE 	DATE 


NAME OF WITNESS 	WITNESS SIGNATURE 	DATE 
