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Consent For Emergency Use of Humanitarian Use Device


Information About tHIS form

Please take time to review this information carefully.  After you have finished, you should talk to the doctor and staff about this procedure/treatment and ask them any questions you have.  You may also wish to talk to others (for example, your friends, family, or other doctors) before deciding whether you agree to the use of this drug/device.  Before you sign this form, be sure you understand what will happen to you, including the risks and possible benefits to you.
1.  General Information 

     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
      is approved as an HDE, or A Humanitarian Device Exemption (HDE), which is similar to a premarket approval (PMA) application, but exempt from some of the effectiveness requirements the act.  The FDA has approved this HDE.  
 FORMCHECKBOX 
 medication
 FORMCHECKBOX 
 biologic
 FORMCHECKBOX 
 device 

used to treat      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     .

The doctors taking care of you are permitted to use this treatment in an emergency situation with your permission, or in the event of a life-threatening or seriously debilitating consequence.   

It is hoped that this treatment will benefit the patient.  
The treatment is currently manufactured by: 
     
The doctor administering this treatment is:
     
2.  Description of Treatment 

Your agreement to proceed with this treatment is completely voluntary.  The doctor will:

_____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

3.  information about RISKS and benefits 

The risks associated with this treatment include:_____________________________________ _________________________________________________________________________________________________________________________________________________________________________________________________________________________________

The benefits of this treatment are:________________________________________________  _________________________________________________________________________________________________________________________________________________________________________________________________________________________________

In addition to these risks and benefits, there is always the possibility that an undocumented reaction may occur that cannot be anticipated.  

Please note: It is important that you tell your doctor about any injuries, side effects, or other problems that you experience following this treatment. 
If you choose not to receive the treatment, there are other options.  These include:__________ _________________________________________________________________________________________________________________________________________________________________________________________________________________________________

4.  Financial Information

The cost of this treatment will be the responsibility of you or your insurance company.  

5.  Contact Information

If, at any time, you have questions about this treatment, you can contact:

     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
      at      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     . 

6.  SIGNATURES
In the event you suffer an injury or illness as a result of this treatment, please be aware that immediate, short-term medical treatment for the injuries or illness will be available to you from Tampa General Hospital.  The cost of the medical treatment will be billed to you to the extent not covered by your insurance company or government program or study sponsor.  No other compensation will be offered.  You are not giving up any legal rights by signing this form.  If you believe you have experienced a reaction to the study medication or have been injured as a 

result of procedures performed at Tampa General Hospital, please contact the Department of Risk Management at (813) 844-7666.

I understand that data regarding this use of this treatment will be provided to the manufacturer.  The FDA and the manufacturer reserve the right to review those parts of the patient’s medical record that are relevant to the use of this treatment.  These representatives are required to keep the patient’s identity and medical record information confidential. 

The risks and benefits of this treatment have been discussed with me.  I voluntarily consent to the treatment described in this agreement and release the hospital, its representatives, and the aforesaid physician from liability for any result that may occur.

Signature









Date

Patient Name:

_______________________________

Address:


_______________________________

Telephone:

_______________________________

I observed the above subject (or his/her legally authorized representative, if applicable) sign this consent document.

Witness Signature








Date

Witness Name:

_______________________________

Address:


_______________________________

Telephone:

_______________________________

Relationship:

_______________________________
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