(Name of Protocol)


INFORMED CONSENT TEMPLATE

(This sample Consent Form is provided to give you a template that is in compliance with regulatory and PH IRB requirements for informed consent.  Please review every word and revise the form appropriately.   Instructions are blue, in parentheses, and italicized.   Correct information must be inserted in these areas.  Please replace these instructions with the correct information.  Please remove parentheses and change to regular font prior to printing or use.  

Please address each bold-typed section.  Please do not delete, or alter any section headers or the signature line areas.  Other language provided may be revised as necessary, but keep in mind certain language and elements are regulatory requirements.)
PATIENT CONSENT FORM FOR (TITLE OF PROTOCOL)
This is a (clinical trial), a type of research study. Your study doctor will explain the (clinical trial) to you. (Clinical trials) include only patients who choose to take part. Please take your time to make your decision. You may discuss your decision with your friends and family. You can also discuss it with your health care team.  This consent form may contain words that you do not understand.  Please ask your doctor or his staff to explain any words or information that you do not clearly understand.  

You are being asked to take part in this study because you have (condition that qualifies subject for study).
Why is this study being done?

The purpose of this study is to find out what affects, good and bad, treatment with (test article, drug or device) has on you and your (disease/condition).  The use of (test article, drug or device) (has/has not) been approved by the Food and Drug Administration (FDA) for the treatment of (condition being studied).    The use of (test article, drug or device) in this research study is considered investigational.  This research is being done because currently there is no proven cure for (condition being studied).  
Standard treatment or care is (describe).
How many people will take part in the study?

About (number of people) people will take part in this study.

What will happen if I take part in this research study?

Medical Tests

The following tests must be done to make sure that you are eligible for this study. None of these tests are experimental. They are routine. Depending on when you last had them, you may need to repeat some of these tests:

•
(Blood tests

•
Chest x-ray

•
CT scan of the chest, abdomen, and pelvis

•
EKG

•
Thyroid function tests

•
Bone marrow aspirate and biopsy

•
Pregnancy test (if you are of a woman of childbearing potential)
Many of these tests will be repeated during the study. If you participate in this study, some of these tests may be done more frequently than if you were not taking part in this research study.

Treatment

You will be "randomized" into one of the study groups described below. Randomization means that you are put into a group by chance. A computer program will place you in one of the study groups. Neither you nor your doctor can choose the group you will be in. You will have an equal chance of being placed in any group.
If you are in Group A (often called "Arm A"), you will have (describe procedures ore treatments).
If you are in Group B (often called "Arm B"), you will have (describe procedures ore treatments).
How long will I be in the study?

If you are in Group A, we think you will (describe length of participation).
If you are in Group B, we think you will (describe length of participation).
Can I stop being in the study?

Your participation in this (name of procedure, test, medication, or test article) study is voluntary.  

Yes. You can decide to stop at any time. Tell the study doctor if you are thinking about stopping or decide to stop. He or she will tell you how to stop safely.

It is important to tell the study doctor if you are thinking about stopping so any risks can be evaluated by your doctor. Another reason to tell your doctor that you are thinking about stopping is to discuss what follow-up care and testing, if necessary, could be most helpful for you.

The study doctor may stop you from taking part in this study at any time if he/she believes it is in your best interest; if you do not follow the study rules; or if the study is stopped.
Your decision will not change your future medical care at this site. 
What side effects or risks can I expect from being in the study?

You may have side effects while on study. Everyone taking part in the study will be watched carefully for any side effects. However, doctors don’t know all the side effects that may happen. Side effects may be mild or serious. Your health care team may give you medicines to help lessen side effects. Many side effects go away soon after you stop taking the drugs. In some cases, side effects can be serious, long lasting, or may never go away. There is also the risk of death.

You should talk to your study doctor about any side effects that you have while taking part in the study.

Risks and Side Effects

Likely:

Less Likely:

Rare But Serious:

Reproductive Risks For Men and Women

The (test article, drug or device) used in this study may have a risk of causing malformations in an unborn child, especially when given in the early part of pregnancy. Therefore you should not become pregnant or father a baby while on this study. If you are a woman of childbearing potential, you will be required to have a pregnancy test at study entry. Childbearing potential means that a woman’s uterus and/or both ovaries have not been removed, she has had at least one menstrual period in the past 24 months and/or her periods have stopped due to treatment of her disease.

Are there benefits to taking part in the study?

Taking part in this study may or may not make your health better. While doctors hope that the treatment will be more useful against (condition being studied) compared to the usual treatment, there is no proof of this yet. We do know that the information from this study will help doctors learn more about (test article, drug or device) as a treatment for (condition being studied). This information could help future patients.

What other choices do I have if I do not take part in this study?

Your other choices include:

•
getting treatment or care for your (disease/condition) without being in a study

•
taking part in another study for (disease/condition)
•
getting no treatment

Talk to your doctor about your choices before you decide if you will take part in this study.

Will my medical information be kept private?

We will do our best to make sure that the personal information in your medical record will be kept private. However, we cannot guarantee total privacy. Your personal information may be given out if required by law. If information from this study is published or presented at scientific meetings, your name and other personal information will not be used.

Organizations that may look at and/or copy your medical records for research, quality assurance and data analysis include:

· Parkview Health and it’s affiliates, as applicable
· Parkview Health Institutional Review Board (a group of people who review research to protect the rights of human subjects in research)
· Auditors and researchers from (insert Sponsor name or manufacturer) that are associated with the study of (name of test article)
· Government agencies, like the Food and Drug Administration (FDA), involved in keeping research safe for people
What are the costs of taking part in this study?

You and your health plan/insurance company will need to pay for some or all of the costs of treating your (disease or condition) in this study, including costs of the supplies and personnel who give you the (name of test article)  used in this study. Some health plans will not pay these costs for people taking part in studies. Check with your health plan or insurance company to find out what they will pay for. Taking part in this study may or may not cost your insurance company more than the cost of getting regular treatment. Neither you nor your insurance company will be charged for any of the special research tests that will be done as part of this clinical trial.

You (will/will not) be paid for taking part in this study.  If being paid or reimbursed for expenses, please describe amount, how/when it will be paid, and plans for payment should the subject withdraw from the study.  Will payments be prorated?)
For more information, please contact (Principal Investigator’s name) at (Name, address, and phone number, website.)  

What happens if I am injured because I took part in this study?

In the case of injury or illness resulting from this study, emergency medical treatment is available but will be provided at the usual charge. No funds have been set aside to compensate you in the event of injury.

You or your insurance company will be charged for continuing medical care and/or hospitalization. Neither you nor your insurance company will be charged for any research tests required for your clinical care.

You will receive no payment for taking part in this study (if true).
What are my rights as a participant?

Taking part in this study is voluntary. You may choose not to take part or may leave the study at any time. Leaving the study will not result in any penalty or loss of benefits to which you are entitled.

We will tell you about new information that may affect your health, welfare, or willingness to stay in this study.

Whom do I call if I have questions or problems?

For questions about the study or a research-related injury, contact the researcher (Name, address, phone number.)
For questions about your rights as a research participant, contact the Parkview Health Institutional Review Board (which is a group of people who review the research to protect your rights) at 260-373-8195.

It may be necessary to contact you at a future date regarding new information about the treatment you have received. For this reason, we ask that you notify the institution where you received treatment on this study of any changes in address. If you move, please provide your new address to the following person:  (Researcher:   Name, address, and phone number)

Future Research Studies (If applicable.  If not, please delete this section down to “Where can I get more information?”.)
In addition, we would like to keep some of the specimens that are left over for future research. If you agree, these specimens will be kept and may be used in research to learn more about (disease or condition) and other diseases. Please read the information below to learn more about specimen research.

Your specimens may be helpful for research whether you do or do not have (disease or condition).  The research that may be done with your specimens is not designed specifically to help you. It might help people who have (disease or condition) and other diseases in the future.

Reports about research done with your specimens will not be given to you or your doctor. These reports will not be put in your health record. The research will not have an effect on your care.

The choice to let us keep the left over specimens for future research is up to you. No matter what you decide to do, it will not affect your care.

If you decide now that your specimens can be kept for research, you can change your mind at any time. Just contact us and let us know that you do not want us to use your specimens. Then any specimen that remains will no longer be used for research.

In the future, people who do research may need to know more about your health. While the (name of organization storing specimens) may give them reports about your health, it will not give them your name, address, phone number, or any other information that will let the researchers know who you are.

Sometimes specimens are used for genetic research (about diseases that are passed on in families). Even if your tissue is used for this kind of research, the results will not be put in your health records.

Your specimens will be used only for research and will not be sold. The research done with your specimens may help to develop new products in the future. 

Benefits 

The benefits of research using tissue include learning more about what causes (disease or condition) and other diseases, how to prevent them, and how to treat them. 

Risks 

The greatest risk to you is the release of information from your health records. We will do our best to make sure that your personal information will be kept private. The chance that this information will be given to someone else is very small. 

Making Your Choice 

Please read each sentence below and think about your choice. After reading each sentence, circle "Yes" or "No". If you have any questions, please talk to your doctor or nurse, or call our research review board at 260-373-8195.

No matter what you decide to do, it will not affect your care.

1. My specimens may be kept for use in research to learn about, prevent, or treat (disease or condition).
	Yes
	No

	
	


2. My specimens may be kept for use in research to learn about, prevent or treat other health problems (for example: diabetes, Alzheimer's disease, or heart disease).

	Yes
	No

	
	


3. Someone may contact me in the future to ask me to take part in more research. 

	Yes
	No


Your specimens will be shipped to (Name, address).  They will remain there for approximately (number of years) years.

Where can I get more information?

You may call (Names, addresses, phone numbers, websites, etc.)

You will get a copy of this form. You may also request a copy of the protocol (full study plan).

Signature

I have been given a copy of all (number of pages) pages of this form. I have read it or it has been read to me.  I have had the opportunity to ask questions, and have had my questions answered. I understand the information and I willingly agree to take part in this study.
By signing this consent form, I have not waived any of the legal rights that I otherwise would have.






                             ____




Signature of Study Subject 







Date

Printed Name of Study Subject
          

Study Subject’s Address

Authorized Representative (If Applicable)
______________________________________________________
Signature of Authorized Representative, (If Applicable)
Printed Name of Authorized Representative (If Applicable)

Relationship to Study Subject: ___Guardian   ___Healthcare Representative   __Healthcare POA

                                                  ___Spouse      ___Adult Sibling       ___Adult Child     ___Parent

Authorized Representative’s Address (If Applicable)



           

Signature of Investigator/Designee

Printed Name



Date

Obtaining Informed Consent      

Witness Signature



Printed Name 


Date
---------------------------------- Use the following only if applicable ---------------------------------

If this consent form is read to the subject because the subject is unable to read the form, an impartial witness not affiliated with the research or investigator must be present for the consent and sign the following statement:

I confirm that the information in the consent form and any other written information was accurately explained to, and apparently understood by, the subject.  The subject freely consented to participate in this (name of procedure, test, medication, or test article).
Signature of Impartial Witness
Date

____________________________________________________________

Printed Name of Impartial Witness

______________________________________________________________________________

Impartial Witness Address

Note:  This signature block cannot be used for translations into another language.  A translated consent form is necessary for enrolling subjects who do not speak English.
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