
PATIENT CONSENT FORM

Title: 

Treating Physicians: __________________________________________________________________________________

This is not a clinical research study.    This consent form contains information to help you decide whether or not to have treatment. Please read this consent form completely and discuss all your questions with your doctor.

Background

Please edit this as appropriate to your request  

This particular device has received “Humanitarian Device Exemption” (HDE) by the Food and Drug Administration, which governs the use of such devices.  This designation means that the device is considered to be definitive therapy for a patent foramen ovale in a patient who has had a stroke, and it has not responded to conventional drug therapy (anticoagulation, or “blood thinner medication”). In other words, there are continued problems attributable to the patent foramen ovale, or there are reasons that make anticoagulation therapy contraindicated (such as a bleeding disorder, or intolerance of medications).  The use of this device is not “investigational” or “research.”

Humanitarian use devices are medical devices approved by the FDA for the treatment of medical conditions affecting fewer than 4,000 patients per year.  In granting HDE approval for a humanitarian use device, the FDA focuses primarily on the safety of the device, rather than how well it helps.  Although there is evidence that suggests the use of the Enterra Therapy system probably helps patients’ symptoms, the FDA’s HDE approval indicates that the helpfulness of this therapy has not been proven.

This is not a research study. Because of the type of approval given by the FDA, each hospital’s Institutional Review Board decides if the patients should receive this written information about this therapy.

Procedure

Follow Up Schedule (include this section as appropriate)

Potential Risks/Side Effects

Risks of the procedure include but are not limited to:

Potential benefits

Potential benefits of  having this device are..... 

Safeguards for you

Alternative to the Device and Treatment 

Confidentiality

We will make every effort to keep your records confidential. Records that identify you (including your medical records) and the consent form signed by you, may be reviewed by agencies such as:

· The Walter Read Army Medical Center Institutional Review Board

· The Food and Drug Administration (FDA)

· Department of Health and Human Services


Your records may also be reviewed by representatives of _____, the maker of the __________ device.

Contact information

You may contact ___________ MC, at the Department of __________, Walter Reed Army Medical Center at 202-782-____ to answer any questions regarding this procedure or the ________________ device.

Summary

Your doctor has spoken in detail about therapy alternatives, (___) benefits (___), and risks.  You and your doctor have agreed that any potential risks are outweighed by the potential benefits.

SIGNATURES

1. COUNSELING PHYSICIAN: I have counseled this patient as to the nature of the proposed procedure, attendant risks and expected results, as described above.

_________________________________

Signature of Counseling Physician

2. PATIENT:  I understand the nature of proposed procedure, attendant risks and expected results, as described above and hereby request such be performed.

________________________________________
__________________________________

Signature of Witness (excluding members of treatment team)
Signature of Patient

(Date and Time)
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Patient Initials____________


