Sample consent to treatment

Treatment Use of [investigational drug] in XXX

Treating physician: 
Jane Doe, M.D.

 INTRODUCTION:


You are invited to be treated with an investigational drug called [generic drug name] because you have XXX that cannot be treated with standard medicines.  The FDA has permitted treatment with [drug name] for serious or life-threatening diseases. 

[Drug name] is an investigational drug developed by [Sponsor].  An investigational drug is one that hasn’t yet been approved by the Food and Drug Administration (FDA).

This consent form describes the purpose, procedures, benefits and risks of this treatment. Whether or not you decide to receive this drug will not affect your rights to medical care that you would otherwise receive from your doctor. 

PURPOSE OF THE TREATMENT:

State why the treatment was chosen.

We will collect safety experience about you while you are on this treatment, and report this to the Food and Drug Administration (FDA).  

DESCRIPTION OF TREATMENT:
Before you receive [drug name],  you will have the following tests to make sure it’s safe for you: 

1) a complete medical history, including a review of the treatment(s) that you have already received, and the names of any medications you are already taking; 

2)  a blood or urine pregnancy test if you are a woman able to have children. 

3)  an electrocardiogram (EKG or heart tracing).

These tests will tell us whether it is safe for you to take [drug name]. While you are taking [drug name], we will evaluate you at monthly office visits and then for follow-up 1 month after the last day of your treatment. 

You will take [drug name] as a liquid by mouth, either two times or four times a day,   based on the severity of your illness or your ability to take medicines by mouth.  Your doctor will determine how often you take the drug.   Your doctor will examine you at scheduled visits to see how well you are responding to the treatment and to evaluate how well you are tolerating [drug name].

You will be treated with [drug name] until all signs and symptoms have resolved and ongoing therapy is no longer needed – up to 24 months or until [drug name] becomes available for prescription use. 

At each monthly visit during the treatment and at the one-month follow-up visit, you will have a review of your current medications and a review of any medical complaints you may have had since your last visit. 

If you are a woman able to have children, you will have a blood or urine pregnancy test performed every 6 months.

On the last day of treatment, we will review your medications and any medical complaints you may have had since your last visit. You will also have an ECG if you are stopping treatment because of a heart problem. 

If you are in the hospital when you begin the treatment , the hospital staff will supply daily doses of the [drug name].  When you are discharged from the hospital, you will be given enough [drug name] to last until your next doctor’s visit.  We will give you more [drug name] at regular intervals as long as you complete scheduled visits and continue to benefit from the drug. Take [drug name] with a full meal, a nutritional supplement or a snack containing fat so it is well-absorbed into your blood stream from your stomach.  If the medication is not well absorbed, it may be less effective.

BENEFITS:  

You may or may not benefit from this treatment.  

DISCOMFORTS AND RISKS:  

This treatment may involve risks or discomforts, including some we don’t know about right now, because  [drug name] is investigational.  These risks or discomforts may be related to [drug name] itself, or procedures needed to monitor your response to the treatment.   

The most frequently reported side effects in people who took [drug name] on previous research studies were: list in lay terms…
Please let your doctor know about any new medicines you are taking while you are on this treatment so she can let you know whether they are safe to take with [drug name].  

ALTERNATIVE TREATMENTS:


You do not have to undergo treatment with this drug. 

VOLUNTARY PARTICIPATION/TERMINATION:

Participation is voluntary.  You won’t be penalized or lose any benefits if you decide not to have the treatment. For safety reasons, when you stop taking the drug at any time after the treatment starts, you will need to have follow-up physical examination(s) and laboratory tests.  

During the course of this treatment we will tell you about any new information we learn about the safety of the drug

COSTS OF PARTICIPATION:  

[Drug name] will be provided to you free of charge by the Sponsor.  You and/or your medical insurance company are responsible for payment of your hospital stay or doctor’s visits.

CONFIDENTIALITY of RECORDS and HIPAA AUTHORIZATION:

Insert standard language.

FOR QUESTIONS:  

If you have any questions about the treatment use program, you can reach Dr. Doe at 585/275-XXXX.  In an emergency, you can reach her at 585/331-XXXX during the evenings, nights, holidays or weekends.

If you have questions about the treatment use program or your rights as a participant, please call the Human Subjects Protection Specialist at the University of Rochester, Research Subjects Review Board.  The number is (585)276-0005; for long distance you may call toll-free, (877) 449-4441.  

PATIENT’S CONSENT:

 I have read the information in this consent form or have had it read to me. I have had an opportunity to ask questions and to have them answered. I will receive a copy of the signed consent form.

Signature of Patient  _______________________________________


Date: ___________

Name of Patient (Print) _____________________________________

I have read this form to the patient and/or the patient has read this form.  An explanation of the therapy was given and questions from the subject were solicited and answered to the patient’s satisfaction.  In my judgment, the patient has demonstrated comprehension of the information.  I have (or will) provide a signed copy of this consent form to the subject.

Signature of treating physician:  ____________________

Name of treating physician  (Print):  ________________________________

Date:  _________

























