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Consent for Emergency Use
	Study Title: 


	Principal Investigator: 
	Office Number: 



1. Introduction
You are being asked if you consent (agree) to the use of (name of drug or device) for treatment of your life-threatening condition (condition).   (name of drug or device) is not US Food and Drug Administration (FDA)-approved for use for treatment of (condition) and it can only be used under special rules the FDA has in place for the emergency use of investigational products.

This consent form provides you with important information regarding (name of drug or device) that you need to think about before you decide to consent to receive this treatment.  It is entirely your choice.  If you decide to take part, you can change your mind later and withdraw from the continued use of the investigational product.  The decision not to receive (name of drug or device) will not cause you to lose any medical benefits.  If you decide not to receive (name of drug or device), your doctor will continue to treat you.

Before making your decision:
· Please carefully read this form or have it read to you

· Please listen to the doctor explain the treatment to you

· Please ask questions about anything that is not clear

If you agree to receive (name of drug or device) we will give you a copy of this consent form to keep.  Do not sign this consent form unless you have had a chance to ask questions and get answers that make sense to you.  By signing this form, you do not give up any legal rights.

2. Overview
The FDA allows for emergency use of investigational products in patients with serious or life-threatening diseases for which other treatments are not available.  Your doctor has determined that there is no other comparable or satisfactory product to treat you at this time.

For Drugs:   Emergency Use is a way to provide an Investigational New Drug (IND) product to a patient who is not eligible to receive the investigational product in a type of research study called a clinical trial.  “Investigational” means that there are ongoing research studies to collect more information about the drug.  Although this is not a clinical trial, information that is collected about your treatment may be used to learn more about the safety of the IND. 

For Devices:   Emergency Use is a way to use an unapproved or investigational medical device outside of a type of research study called a clinical trial, or to use the medical device in a way that is not approved by the FDA.  “Investigational” means that there are ongoing research studies to collect more information about the device.  Although this is not a clinical trial, information that is collected about your treatment may be used to learn more about the safety of the device. 
3.
What will be involved with the use of this investigational product? 
Instructions:  Describe why the patient is receiving the product and how it will be used.  Provide details pertaining to the all procedures and follow-up.
4. 
What are the possible risks of using this investigational product?
Instructions:  Identify, in plain (layman’s) terms, the possible risks or discomforts of this drug or device and any related clinical procedures.  
Sample Text:  There may be risks from using (name of drug or device) that are not known at this time.  Possible risks and discomforts that could occur from receiving (name of drug or device) include (include known potential risks).  
Required text:  There might be risks problems or side effects that are not yet known and could possibly be permanent, serious or life-threatening. 
It is possible that the doctors will learn something new during the use of this investigational product about the risks of using it.  If this happens, they will tell you about it.  Then you can decide if you want to continue to receive this treatment.  You may be asked to sign a new consent form that includes this new information.

5. 
What are the possible benefits of using this investigational product?
Instructions:  Identify the possible benefits of this drug or device and the related clinical procedure(s).  
Sample Text:  Based on experience with the (name of drug or device), your doctor believes it might help you because (list the anticipated benefits of using the drug or device).
6.
What alternative treatments or procedures are available?
Instructions:  Identify any currently available treatments or procedures that might be of potential benefit to the subject in lieu of using this drug or device.  Also include the “Required text” below, unless there is justification for omitting it.
Sample text:  If you decide you do not want your doctor to use (name of drug or device), you may choose to have (describe available alternatives to using the drug or device). 

Required text:  You should talk with your doctor if you have any questions about alternatives to using this investigational product.
7.
Will I be charged for the costs of this investigational product or any procedure associated with its use?   
Instructions: Explain if there are any costs to the patient or his/her insurance associated with the use of the drug or device, or any of the associated procedures.
8.
Confidentiality
Certain offices and people other than your doctor may look at your medical charts and records regarding the use of this investigational product.  Government agencies and (name of manufacturer or sponsor) employees overseeing the proper use of the investigational product may look at your treatment records.  This might include the FDA and the Adventist HealthCare Institutional Review Board (IRB).  

If you agree to receive this investigational product, a copy of the consent form that you sign will be placed in your medical record.  We may create information about you that can help take care of you.  For example, this may include the results of tests or procedures.  These useful results will be placed in your medical record.  The confidentiality of the treatment information in your medical record will be protected by laws like the HIPAA Privacy Rule.
9.
Who do I Contact if I have Problems or Questions?

For questions about your medical procedure and the investigational product used in your procedure, or if you suffer a treatment related injury or medical problem, please contact your doctor.  For questions about Emergency Use procedures, please contact the Adventist HealthCare IRB Administrative Office at 301-315-3400.

You have the right to stop receiving this treatment at any time without penalty.  For your safety, however, you should consider the doctor’s advice about how to stop treatment. 

The doctors taking care of you have the right to stop treatment with the investigational product without your consent if they believe it is in your best interest. 
	SIGNATURE OF SUBJECT


I have read (or someone has read to me) the information provided in this document.  I have had a chance to ask questions, and my questions have been answered to my satisfaction.  I understand that I am not giving up my legal rights by signing this form.  A copy of this consent form will be given to me.
By signing this form, I agree to the use of the investigational product and the treatment described.


	
	
	

	Name of Patient

	
	Time

	
	
	

	Signature of Patient
	
	Date


	SIGNATURE OF PHYSICIAN


I certify that the nature and purpose, the potential benefits and possible risks associated with the investigational product and its proposed clinical use have been explained to the above patient and that any questions about this information have been answered. 


	
	
	

	Name of Physician

	
	Time

	
	
	

	Signature of Physician
	
	Date (must be the same as subject’s)
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Subject Initials:   _____                

Emergency Use Consent Version Date: ______

Emergency Use Consent Form Template - Version 3, February 7, 2017

