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     Emergency Use Consent and Patient Information Form for (Insert test article name)

 (This sample Consent Form is provided to give you a template that is in compliance with regulatory and PH IRB requirements for informed consent for Emergency Use situations.  Please review every word and revise the form appropriately.   Instructions are in parentheses and italicized.   Correct information must be inserted in these areas.  Please replace these instructions with the correct information.  Please remove parentheses and change to regular font prior to printing or use.  
Please address each bold-typed and underlined section.  Please do not delete, or alter any section headers, other language provided, or the signature line areas.)  

 EMERGENCY USE CONSENT AND PATIENT INFORMATION FORM
Title:
(Name of Test Article)  
Manufacturer:
(Test Article Sponsor or Company Name)
Physician:
(Treating Physician Name)
SITE(s):


(Example: Parkview Hospital, Inc.






    2200 Randallia






    Fort Wayne, IN   46805)

PHYSICIAN’S PHONE NUMBER(S):
(treating Physician office phone number)
This consent form may contain words that you do not understand.  Please ask your doctor or his staff to explain any words or information that you do not clearly understand.  

Description of Test Article:   (enter the name of the test article and description of its use under the current IND or IDE).

However, the effectiveness of (name of drug, device, or biologic) for this use has not been demonstrated and is not approved by the FDA.  Long-term outcome for this is unknown at present. 

Indication for Emergency Use:
Your doctor has determined that you have:  (subject’s condition) _________________________

____________________________________________________________________________________________________________________________________________________________

This indication is an “off-label” use of the (name of drug, device, or biologic).  The (name of drug, device, or biologic) has not been approved by the FDA to treat your condition.  Your doctor can provide you with more information on this “off-label” usage of the (name of drug, device, or biologic).

This Emergency Use of this (name of drug, device, biologic) is NOT part of a research study and you are NOT participating in a research study.
Description of Procedures:
(Please describe completely all procedures, tests, and medications the subject will be subjected to as part of this Emergency Use.)
Risks and Discomforts:  
(Please describe completely all known risks and discomforts associated with the procedure, test or medication and/or the test article.)
The (name of procedure, test or medication and/or the test article) may cause all, some, or none of the side effects listed.  In addition, there is always the risk of very uncommon or previously unknown side effects.  
Risks currently found with the standard treatment of (subject’s condition) include, but are not limited to:  (describe all known risks involved)

A.

B.


C.

Your condition may not get better or may become worse as a result of this (name of procedure, test or medication and/or the test article).
Benefits 

(Please describe completely any known benefits associated with the procedure, test or medication and/or the test article.)

Although use of (name of test article) may successfully treat your condition, it cannot be guaranteed.  There is no guarantee of benefit.  
Costs

(Please describe completely any additional costs associated with the procedure, test or medication and/or the test article.)

(Include the following statements, or other appropriate language, if applicable,):  

All costs associated with this procedure, including the (name of test article), will be billed to you or your insurance.  Your health insurance company may or may not pay for these charges.
Alternatives 

(Please describe completely all alternatives to proposed procedure, test or medication and/or the test article.)

You do not have to be treated with the (name of test article).   You could choose to have: (insert applicable alternatives here) ___________________.  Your doctor can provide detailed information about your disease and the benefits of the various treatments available.  You should feel free to discuss your disease and your possible outcome with your doctor.  Your doctor will be available to answer any questions.  

Pregnancy Statement

If you are now pregnant or become pregnant, use of the (name of the test article) may expose the embryo or fetus (the unborn) to risks that are currently unknown.
Compensation for Injury

If you are injured or become ill as a result of this (name of procedure, test, medication, or test article) contact your doctor immediately.  (include the following statements if true and applicable, or other appropriate language):  Your doctor will provide you with emergency medical treatment.  You or your insurance will be billed for such treatment.  No other compensation is routinely available from your doctor or the manufacturer.   Your health insurance company may or may not pay for treatment of injuries as a result of this procedure.
Voluntary Participation/Withdrawal

Your participation in this (name of procedure, test, medication, or test article) is voluntary.  You may decide not to participate in this (name of procedure, test, medication, or test article).  If you decide to participate and then change your mind, you may freely withdraw from undergoing the (name of procedure, test, medication, or test article).  Your decision will not change your future medical care at this site. 

Your participation in this (name of procedure, test, medication, or test article) may be stopped at any time by your doctor or (name of Sponsor or manufacturer of test article) without your consent.
Confidentiality

(Please describe in detail how their records will be kept confidential.) 

We will do our best to make sure that the personal information in your medical record will be kept private.  However, we cannot guarantee total privacy. Your personal information may be given out if required by law. If information from this use of (name of procedure, test, medication, or test article) is published or presented at scientific meetings, your name and other personal information will not be used.

Organizations that may look at and/or copy your medical records for research, quality assurance, and data analysis include: (please insert all additional appropriate entities)

· Parkview Health and it’s affiliated hospitals, as applicable
· Parkview Health Institutional Review Board (a group of people who review research to protect the rights of human subjects in research)
· Auditors and researchers from (insert Sponsor name or manufacturer) that are associated with the study of  (name of test article)
· Government agencies, like the Food and Drug Administration (FDA), involved in keeping research safe for people
Questions

Your doctor involved in your care will be available to answer any questions you have concerning the (name of procedure, test, medication, and/or test article).  In addition, you are free to ask your doctor any questions concerning the treatment that you wish in the future or if at any time you feel you have experienced a treatment-related injury or a reaction to the (name of procedure, test, medication, or test article).  Contact your doctor, (insert treating physician’s name and phone number) ________________________________ at _______________________.

If you have questions about your rights as a patient, you may contact:


Hospital’s IRB: _
Parkview Health IRB______________________

Address: ___

2426 E. State Blvd., Fort Wayne, Indiana 46805_


Phone Number: __
260-373-8195____________________________
Do not sign this consent form unless you have had a chance to ask questions and have received satisfactory answers to all of your questions.

If you agree to have this (name of procedure, test, medication, or test article) performed, you will receive a signed and dated copy of all (insert correct number of pages) (five (5)) pages of this consent form for your records.  
Consent 

I have read all of the above information in this consent form (or it has been read to me).  I have had the opportunity to ask questions, and I have received answers to questions I did not understand.  I willingly give consent to receive the (name of procedure, test, medication, or test article).

By signing this consent form, I have not waived any of the legal rights that I otherwise would have.
Patient Signature / Authorized Representative, (If Applicable)

Date

Printed Patient Name / Authorized Representative, (If Applicable) 

_____________________________________________________________________________

Patient’s Address

_____________________________________________________________________________
           

Authorized Representative’s Address (If Applicable)


Relationship to Patient:  ___Guardian   ___Healthcare Representative   ___Healthcare POA

   ___ Spouse      ___Adult Sibling      ___Adult Child          ___Parent

Signature of Person Conducting Informed Consent Discussion

Date

Printed Name of Person Conducting Informed Consent Discussion 

Physician Signature (if different from above)

Date 

---------------------------------- Use the following only if applicable ---------------------------------

If this consent form is read to the subject because the subject is unable to read the form, an impartial witness not affiliated with the research or investigator must be present for the consent and sign the following statement:

I confirm that the information in the consent form and any other written information was accurately explained to, and apparently understood by, the subject.  The subject freely consented to participate in this (name of procedure, test, medication, or test article).
Signature of Impartial Witness
Date

____________________________________________________________

Printed Name of Impartial Witness

______________________________________________________________________________

Impartial Witness Address

Note:  This signature block cannot be used for translations into another language.  A translated consent form is necessary for enrolling subjects who do not speak English.
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