Template for Emergency Use Situations
Emergency Use IND Situations are explained in Section 12.A.3.e. of the Research Manual

This template has been developed for your use when an applicable consent does not already exist.  

*note the sections in red need to be addressed or taken out
Informed Consent 

Emergency Use of (specify)
Principal Investigator:



Purpose
Name of drug or device is an investigational medication or device.  This means that the medication or device is still being tested for safety and effectiveness.  The U.S. Food and Drug Administration (FDA) has not approved the medication or device for marketing.  It is available only through a research study.  The doctors taking care of you are allowed to use this medication or device only with your written consent.

This medication will be used to treat your describe condition.  Provide relevant background information if available, e.g., use of drug in adults for treating such an emergency.

What Is Involved?

The medication or device is given describe how the drug is given, e.g., intravenously or by mouth.  Provide an estimate of how long the drug may be given and name the dose to be used.  If an additional monitoring is required during administration of this drug (beyond standard clinical care), describe, e.g., extra blood tests.
What Are The Risks and Discomforts?
The side effects of this medication are describe in lay language.  As with any investigational medication or device there may be unanticipated side effects.  
What Are The Benefits?

The medication or device is being given to you for treatment of describe.  While it is hoped that you will benefit from its use, we cannot guarantee that you will benefit because it is still under investigation.
What Other Options Are There?

If appropriate, describe any other alternatives available to use as emergency treatments.

Are There Any Costs?

Explain if the family will be charged for the investigational medication and if there are any other costs related to receiving this investigational drug or device, e.g., extra laboratory tests.

Statement of Consent

Your participation is voluntary and you may refuse to participate or withdraw at any time without penalty or prejudice to your present and/or future care.  Data regarding the treatment may be submitted to name the manufacturer.  The FDA and the name of manufacturer reserve the right to review those parts of your medical records that are relevant to the use of the medication or device.  These representatives are required to keep your identity and medical record information confidential.  

Should you have any further questions about this treatment, you may contact the physician in charge at the phone number listed below.
___________________________________________
_____     


Signature of Patient        


Date
________________________________________________
Name of Patient Printed









PHYSICIAN’S CERTIFICATION 

I certify that the nature and purpose, the potential benefits and possible risks associated with the [name of device] and its proposed clinical use have been explained to the above individual and that any questions about this information have been answered. 

_______________________________ ________________ 

Physician’s Signature 


Date 

_______________________________

Physician’s Name Printed

Name of Physician:

Address:

Telephone Number:
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