Consent Form 


Doctor’s name:
COMIRB No [delete if not applicable]:

Version Date:

Title [delete if not applicable]:

This form provides you with information about receiving treatment with an investigational drug/device called <insert name>. The use of this [drug/device] is investigational because it is currently not approved by the FDA.
A member of the team will describe this investigational treatment to you and answer all of your questions. Please read the information below and ask questions about anything you don’t understand before deciding whether or not to receive the investigational treatment. 
Why are we considering an investigational treatment for you?

You have a medical condition which has not responded to conventional therapy. We are talking with you about this investigational treatment because your treatment options are limited, and because we think this investigational [drug/device] may be of some help. 
What happens if I decide to receive the investigational treatment?

If you decide to receive the treatment, you will…
[Describe the procedures to be followed and the expected duration of the treatment]

What are the possible discomforts or risks?
Discomforts you may experience with this treatment include… [Describe any known side effects in a language appropriate to the patient.]
Other possible risks include… [Describe any known risks in a language appropriate to the patient.
There are also risks that are unknown at this time.
[If applicable] If you become or your partner becomes pregnant, the [name of drug/device] may involve risks to the embryo or fetus which are currently unclear. 

Will the investigational treatment help me?
Your condition may improve with this treatment, but the treatment is investigational and there can be no promise of benefit. 
Will I have to pay for this treatment?
You or your health care insurer will be billed for all of the care you receive, except for the [drug/device] itself. You will be responsible for co-payments and deductibles that are standard for your insurance coverage.
[Add the following if the FDA has approved charging for the device]
This may include a charge for the device, for which you and/or your insurance will be billed. You are responsible for checking with your insurance company to see if the cost of the device is covered.
Is my participation voluntary?

Receiving this investigational treatment is voluntary. You have the right to choose not to receive this treatment. If you choose to receive the treatment, you have the right to stop at any time. If you decide to stop this treatment, you can still receive alternative care you choose. Ask your doctor what other options you may have.
Please also note that the doctor may decide to stop this treatment without your permission if the doctor thinks that the treatment may cause you more harm than benefit.
If there are any new information that may affect your willingness to continue this treatment, you will be told about it.
What happens if I am injured or hurt during the investigational treatment? 
If you have an injury while you are receiving the investigational treatment, you should call <doctor’s name> immediately. Their phone number is <doctor’s phone number>. 
We will arrange to get you medical care if you have an injury that is caused by the investigational treatment. However, you or your insurance company will have to pay for that care.
Who do I call if I have questions?
You may ask any questions you have now. If you have questions, concerns, or complaints later, you may call <doctor’s name> at <doctor’s phone number>.

You may have questions about your rights as someone receiving investigational treatment. You can also call the responsible Institutional Review Board (COMIRB). You can call them at 303-724-1055 or email COMIRB@ucdenver.edu. 

You will be given a copy of this form to keep.

Who will see my information? 
We will do everything we can to keep your records confidential, but this cannot be guaranteed. Both the records that identify you and the consent form signed by you may be looked at by others.
These include: 
· Federal agencies such as the Food and Drug Administration (FDA) that monitor safety of the use of the investigational [drug/device]
· The Colorado Multiple Institutional Review Board (COMIRB) 

· The group providing the treatment
· The manufacturer of the investigational [drug/device]
· Regulatory officials from the institution where the treatment is being provided who want to make sure the safety of the patient and the investigational treatment
Agreement to receive investigational treatment
I have read this consent form or it was read to me. I understand the possible risks and benefits of this investigational treatment. I know that receiving this treatment is voluntary. I choose to receive this treatment. I will get a copy of this consent form.

Signature:








Date:




Print Name:








Consent form explained by:





Date:



Print Name:
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