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CONSENT FORM

Emergency Use IND for the Use of (drug) in a patient with (disease)
IND # XXX
Sponsor:  [name], 

Drug Manufacturer: [----------]
Investigator: [First, Last name], MD
Saint Luke’s Hospital

816-932-xxxxx

You are being asked to consider participating in an emergency use treatment protocol.  You are being offered this treatment protocol because your (condition) is not responding to drugs regularly used for xx.

An emergency use treatment protocol allows you to have access to a drug or biologic that you might not otherwise have access to.  This treatment allows you to receive (drug) that is not approved by the U.S. Food and Drug Administration (FDA).  In other words, this drug has not been proven to be safe and effective for your disease.

You do not have to participate in this treatment protocol.  Your participation is voluntary, and you may change your mind at any time.  There will be no penalty to you if you decide not to participate, or if you start the treatment protocol and decide to stop early.  Either way, you can still get medical care and services at Saint Luke’s Hospital.

This consent form explains what you have to do to participate in the treatment protocol. It also describes the possible risks and benefits.   Please read the form carefully and ask as many questions as you need to, before deciding about this treatment protocol.  

You can ask questions now or anytime during the protocol.  The investigators will tell you if they receive any new information that might cause you to change your mind about participating.  

This treatment protocol will take place at Saint Luke’s Hospital with (study doctor) as the treating physician.  You are the only patient who is being treated with this drug at Saint Luke’s Hospital.

BACKGROUND 

Please provide a background about what the drug does and why it is being offered.  
PURPOSE

By doing this procedure, (study doctor) and (condition).
PROCEDURES

The procedures of the treatment should be briefly described. Discuss dosing amount and length of dosing.  Discuss any lab tests or other measures that will be done to monitor safety.  Also discuss any responsibilities that the patient must fulfill.  

RISKS

Please describe the reasonably foreseeable risks or discomforts to the subject. This includes risks or discomforts of tests, interventions and procedures risks and discomforts.  If possible, categorize risks by Common, and Rare but Serious.  If known, add approximate percentages to those categories. 

[The possible risks or discomforts due to changes to a subject’s medical care (e.g., by changing the subject’s stable medication regimen) should also be addressed.]

Possibility of Unknown Risks

There may be other side effects or risks that are not yet known.  

NEW INFORMATION

You will be told about anything new that might change your decision to be in this treatment protocol. You may be asked to sign a new consent form if this occurs.  

BENEFITS

You may or may not benefit from this treatment protocol. 

[The description of potential benefits should be clear, balanced, and based on reliable information to the extent such information is available.  Particular care in describing potential benefits should be taken not to over promise benefits since the drug involved is investigational.]
ALTERNATIVES

You can choose not to be in the treatment protocol.  You may choose to continue to receive (current treatment) to see if it controls (disease).  

[The description of alternatives should include the care subjects would likely receive if they choose not to participate in the expanded access protocol, including approved therapies for the subject’s disease (if any others are available), other forms of therapy, if any (e.g., surgical), and when appropriate, supportive care with no disease-directed therapy.] 

COSTS      
The (drug) will be provided free of charge by (drug manufacturer) in this treatment protocol.  However, your insurance company will be contacted to obtain approval before administering these cells.  Your insurance company will be billed for all treatment-related charges during your participation in the treatment protocol.  These charges may include: (list any that apply).  

Because this treatment protocol uses an investigational (drug or biologic), some private insurance companies and state-run medical payment plans may not cover expenses related to it.  If you agree to be in this treatment protocol, we will find out if your coverage will pay for it.  You will be responsible for the costs not covered by your insurance company.  For this treatment protocol, that could be the entire cost associated with the treatment and follow-up care.

Please talk to your doctor and the treatment team about any concerns about paying for this treatment protocol.  A financial representative from Saint Luke’s Hospital can meet with you to discuss your financial coverage.  Your medical team will also be available to answer any of your questions.

IN THE EVENT OF INJURY  

If you have a serious side effect or other problem during this treatment protocol, you should immediately contact (study doctor) at XXX-XXX-XXXX.  If it is after 5:00 p.m., a holiday or a weekend, you should call (816) 588-9821 and speak to the on-call physician on call.  

CONFIDENTIALITY

Any information about you obtained during this treatment protocol will be kept confidential, and you name will never be identified in any report unless you sign a release.  Authorized representatives of Saint Luke’s Hospital, the Institutional Review Board, and the Food and Drug Administration (FDA) may examine your records, so absolute confidentiality cannot be guaranteed.

As a patient at Saint Luke’s Hospital, your privacy rights are described in the Notice of Privacy Practices.

(Manufacturer) will collect information about side effects you experience from the treatment 

QUESTIONS

Before you sign this form, Dr. [name] or other members of the treatment team should answer all your questions.  You can talk to the team if you have any more questions, suggestions, concerns or complaints after signing this form.  If you have any questions about your rights as a patient, or if you want to talk with someone who is not involved in the treatment protocol, you may call the Saint Luke’s Institutional Review Board at (816) 932-5019. You may also write the Saint Luke’s Institutional Review Board 4401 Wornall Road Kansas City, MO 64111.
WITHDRAWAL FROM THE TREATMENT PROTOCOL

You may stop participating in the treatment protocol at any time.  Your decision to stop will not prevent you from getting treatment or services at Saint Luke’s Hospital.  

This treatment protocol might be stopped, without your consent, by the investigator, (manufacturer) or by the FDA.  Your participation might also be stopped by the investigator or (manufacturer) if it is in your best interest or if you do not follow the treatment protocol requirements.

Neither (manufacturer), nor your doctor, nor Saint Luke’s Hospital will be obligated to provide you with (Drug) if the treatment protocol is stopped early.  Your treating physician will decide about future treatment, if it is needed.

CONSENT

(Doctor) or the treatment team has given you information about this treatment protocol.  They have explained what will be done and how long it will take.  They explained any inconvenience, discomfort or risks that may be experienced during this treatment protocol.  
By signing this form, you say that you are freely and voluntarily consenting to participate in this treatment protocol.  You have read the information and had your questions answered.  

You will be given a signed copy of the consent form to keep for your records.

Your Name:________________________________________    Date:____________

(please print)

Your Signature:_________________________________________  

Name of Person Obtaining Consent: ______________________________________








(please print)

Signature of Person Obtaining Consent:____________________________________


