ALBERT EINSTEIN COLLEGE OF MEDICINE
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Informed Consent for Emergency Use of an Investigational Device

WHAT IS THIS NEW DEVICE ABOUT?

· You have ….. , and have been told that …...

· The device is investigational. This means that the device is experimental and not approved by the U.S. Food and Drug Administration (FDA) for general use in the United States.  

· The new device is being studied at other hospitals under a research study known as:

· The new device is being given under the supervision of your doctor:

Doctor: MACROBUTTON NoMacro [Click here to enter the Name and Title.]
Address: MACROBUTTON NoMacro [Click here to enter the Address, including City, State and Zip.]
Phone Number:
 MACROBUTTON NoMacro [Click here to enter the Phone Number.]
· Your decision to be treated with this device is voluntary.  This means that you decide whether or not you want to be treated with the device after talking with your doctor.  

· There may be words that you do not understand about your condition and the new device.  Your doctor will answer all of your questions. 

WHAT IS REQUIRED OF YOU and HOW WILL THE DEVICE WORK? 

· MACROBUTTON NoMacro [Click here to begin typing.  Press Enter for a new bullet]
WHAT ARE THE POSSIBLE RISKS, DISCOMFORTS AND INCONVENIENCES TO YOU?

· MACROBUTTON NoMacro [Click here to begin typing.  Press Enter for a new bullet]
· In addition to the risks listed above, there is always the possibility that you will have a reaction that is currently not known and not expected.

ARE THERE ANY BENEFITS TO YOU?

· There may or may not be direct medical benefit to you from this new device.

· Possible benefits are 

WHAT OTHER CHOICES DO YOU HAVE?

· There are currently no other devices that will improve your illness.

· You may choose not to be treated with this device. 

WHAT IF SOMETHING GOES WRONG?

· If there is a physical injury as a result of being treated with the new device, only immediate, essential, short-term medical treatment as determined by the participating hospital will be available for the injury without charge to you personally.

·  No monetary payment will be offered.

WILL THERE BE ANY COSTS TO YOU?

· There is no cost to you.

OR

· Receiving this new device may lead to added costs to you or your insurance company.  

CAN THE NEW DEVICE BE STOPPED?

· MACROBUTTON NoMacro [Click here to begin typing.  Press Enter for a new bullet]
WHAT HAPPENS WHEN YOU FEEL BETTER?

· Once you are feeling better your doctor will discuss your future treatment plan with you.

WHAT IF NEW INFORMATION BECOMES AVAILABLE?

· Your doctor will tell you if there is new information that may lead you to change you mind about continuing to use the device. 

· If you decide to stop using the device your doctor will continue to care for you. 

WHO DO YOU CALL FOR QUESTIONS?

· Doctor’s Name: MACROBUTTON NoMacro [Click here to enter the Name and Title.]
· Office Address: MACROBUTTON NoMacro [Click here to enter the Address, including City, State and Zip.]
· Office Phone:
  MACROBUTTON NoMacro [Click here to enter the Phone Number.]
· If you have any questions about the device, or you believe you have any injury related to the device, you should call the doctor named above.

· You may also call
 MACROBUTTON NoMacro [Click here to enter the Name and Title.] at MACROBUTTON NoMacro [Click here to enter the Phone Number.]
· You may also call the Director of the Einstein IRB at (718) 430-2253, Monday through Friday between 9 AM and 5 PM.
WHO WILL KNOW THAT YOU HAVE BEEN TREATED WITH THIS NEW DEVICE?

· Your medical records and information about the new device will be kept private and your name will not be used in any written or verbal reports.
· Your records may be inspected by the U.S. Food and Drug Administration (FDA), the agency for regulating devices.
· Your records may also be inspected by the company who makes the device.
· Members of the human research committee at Montefiore Medical Center and Yeshiva University may also review your records.
· All of these groups have been requested to keep your name private.
MAY YOU STOP BEING TREATED WITH THE DEVICE ANY TIME?

· YES.  You may tell your doctor at any time that you do not want continue to use the device.

· Your decision to be treated with the new device is voluntary.

· Your treatment by your doctor and hospital staff now and in the future will not be affected in any way if you refuse to receive this new device, or if you change your mind.

SUMMARY

· You have read and listened to an explanation of the information about this new device.

· You have been given the opportunity to ask questions and have your questions answered. 

· A copy of this consent document has been given to you whether or not you agree to be treated with the device. 

SIGNATURE PAGE

Kindly check each box below as a way of making sure that these points were discussed with you and that your questions have been answered:

· I have decided to voluntarily be treated with the new device.  

· Information about the new device has been explained to me.

· The doctor has told me what I must do when I receive the device.

· I have been given the name of the doctor and others to contact if I have any questions or if there is a any injury from using the device. 

· I have been told about any costs and payments to me.

· I can discontinue using the device at any time without penalty

· The doctor has told me about other treatment options.

· My name will not appear on any published reports.

· I will be given a schedule explaining how to use the device. 

__________________________________________

_________________

Signature of Patient






Date

__________________________________________

_________________

Signature of Guardian or Family Member



Date



__________________________________________

_________________

Signature of Physician obtaining consent



Date

�PAGE \# "'Page: '#'�'"  �� Explain in simple terms the patient’s condition and what has been explained about the patient’s condition.)


�PAGE \# "'Page: '#'�'"  �� Use a number that has frequent monitoring to ensure that messages will be returned in a timely manner.


�PAGE \# "'Page: '#'�'"  �� Using short, simple bulleted statement, explain how the device will be used, and the estimated time the patient will be using the device.


�PAGE \# "'Page: '#'�'"  �� Include a detailed explanation of the risks.  The risks are to be categorized as follows, using bulleted statements under each heading so that the patient can better understand:  COMMON (>50%), POSSIBLE (10 – 50%), RARE (<10%).  Visit http://www.aecom/yu.edu/home/cci/forms/icd sample risk.pdf to view a sample of this section.


�PAGE \# "'Page: '#'�'"  �� This is sample language for unforeseen risks from participation in this study.  Modify as needed.


�PAGE \# "'Page: '#'�'"  �� Sample language follows.  Modify as needed.


�PAGE \# "'Page: '#'�'"  �� State the specific condition, e.g., may have less pain, etc.


�PAGE \# "'Page: '#'�'"  �� Sample language follows.  Modify as needed.


�PAGE \# "'Page: '#'�'"  �� Any costs that will be incurred by the patient must be disclosed in this section.  It there will be not costs, it must be stated. Sample language follows:


�PAGE \# "'Page: '#'�'"  �� If there are any specific conditions or circumstances under which the patient will be taken off  the experimental device, those conditions or circumstances must be stated in simple bulleted sentences.


�PAGE \# "'Page: '#'�'"  �� Inform the patient what to expect once they are better. Sample language follows:


�PAGE \# "'Page: '#'�'"  �� Use a number that has frequent monitoring to ensure that messages will be returned in a timely matter.


�PAGE \# "'Page: '#'�'"  �� If applicable enter the name and title of another physician who is familiar with the patient, who is easily accessible and who can answer questions


�Date must be provided by the patient at the time of consent.


�Date must be provided by the guardian at the time of consent.


�Only when applicable.
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