[Insert Shortened Title of Study]


INSTRUCTIONS FOR FORM:

Please follow instructions listed in brackets and highlighted areas.

Delete all instructions in consent template when finished.

Add shortened title to the header of subsequent pages

Complete the footer information

Please make sure formatting is correct, that there are no colored fonts or hanging headers left in the finished consent forms.

All consent forms must be completed in size 12 fonts.

NOTE: NO LETTERHEAD or LOGOS ALLOWED 

Humanitarian Use Device Informed Consent

[Insert name of HUD]
The Food and Drug Administration (FDA) has approved [insert name of HUD] as a Humanitarian Use Device (HUD) to provide treatment for patients who have [insert name of disease or condition].   A HUD is a medical device that may benefit patients by treating or diagnosing a condition or disease that affects fewer than 4,000 people in the United States per year and where there is no comparable device available for treatment.  Please read this form and ask any questions you may have before agreeing to use/receive [insert name of HUD].

[Insert principal investigator, degree] will use the device provided by [insert name of sponsor] during procedures that will take place at [insert name of site].

Procedures:

If you agree to the use of [insert name of HUD], you will [describe the procedure chronologically using lay language].

Benefits: 

The possible benefits to you associated with the use of this device are [list all benefits of the device].

Risks:  

You may experience the following risks [describe (in lay language) the risks, that are inherent to the device in order of severity and likelihood, as applicable; when possible please quantify in percentage of occurrence]. 

There may be adverse events or side effects that are currently unknown and it is possible that certain of these unknown risks could be permanent, serious or life threatening. 

There is no guarantee about the effectiveness of this device, as this has not been proven for this use.

Alternatives:

[Describe any alternatives that may be appropriate for the participant.  If there are no alternatives, state that an alternative is to not allow use of the HUD] 

Research Related Injuries:

Please note the language in this section must match the Clinical Trial Agreement (CTA)/Contract. The Sponsored Programs Administration will assist the PI with the language. 

If the risks to the study are no more than minimal (i.e., protocol may be expedited or exempted), this disclaimer, including the header, may be removed if IRB chair or designee concurs with its elimination.]
If you are injured as a result of the use of [insert name of HUD] treatment will be available including first aid, emergency treatment and follow-up care as needed.  Care for such will be billed in the ordinary manner to you or your insurance company. No reimbursement, compensation or free medical care is offered by Wayne State University [or  <insert name(s) of Detroit Medical Center, the sponsor, and any other facility involved in this project>].  If you think that you have suffered an injury from using the device, please contact [insert name of principal investigator] or one of [his/her] staff members at the following phone number [insert telephone number]. 
Costs:

You or your insurance provider will be responsible for any costs or charges associated with the use of [name of the device] and any procedures needed to use or insert the device.  

Confidentiality:

Information that identifies you personally will not be released without your written permission. However, the study sponsor, the Institutional Review Board (IRB) at Wayne State University or federal agencies with appropriate regulatory oversight (e.g. Food and Drug Administration [FDA], Office for Human Research Protections [OHRP], Office of Civil Rights [OCR], etc.) may review your records.

Voluntary Use of HUD /Withdrawal:

Your choice to use the device is voluntary.  You do not have to agree to use this device.  If you do receive the device and later change your mind, you may stop using the device [Explain what must take place if participants choose to stop using the device].  If you choose not to have the device used, or want to stop using it, you will not be penalized or lose any benefits to which you are otherwise entitled. Your decision will not change any present or future relationships with Wayne State University and its affiliates or your doctor.  

Questions:

If you have any questions now or in the future, please contact [insert name of principal investigator] or one of [his/her] staff members at the following phone number [insert telephone number].   If you have any questions about your rights as a recipient of this device, the Chair of the Institutional Review Board can be contacted at (313) 577-1628.

[CONSENT TO USE OF HUD AND SIGNATURES MUST ALWAYS BE ON THE SAME PAGE]
Consent to use of a Humanitarian Use Device (HUD):

To voluntarily agree to receive this device, you must sign on the line below.  By signing this consent form you are not giving up any legal rights. Your signature means that you understand the information given to you about the HUD in this form and wish to use the device as described.  If you agree to the use of the HUD, you will be given a copy of this consent form.

_____________________________________________


_____________________

Signature of Participant/ Legally Authorized Representative



Date





_______________________________________



_____________________

Printed Name of Participant/ Authorized Representative




Time




_____________________________________________


_____________________

**Signature of Witness (When applicable)





Date

____________________________________________


_____________________

Printed Name of Witness






Time

_____________________________________________


____________________

Signature of Person Obtaining Consent





Date

_____________________________________________


____________________

Printed Name of Person Obtaining Consent





Time


** Use when patient has had consent form read to them (i.e., illiterate, legally blind, translated into foreign language).
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