
NCI Informed Consent Template for Cancer Treatment Trials

(English Language)

*NOTES FOR INFORMED CONSENT AUTHORS: 
· Model text suggested for use in the informed consent form is in bold.  It is recommended that the bold text be retained when adapting the template to a specific protocol.

· Instructions and examples for informed consent authors are in [italics].  Remember to remove these items before finalizing your consent form.
· The term ‘study doctor’ has been used throughout the template because the Principal Investigator of a cancer treatment trial is a physician.  If this template is used for a trial where the Principal Investigator is not a physician, another appropriate term should be used instead of ‘study doctor’. 

· The template date in the header is for reference to this template only and should not be included in the informed consent form given to the prospective research participant. 

· The language should be written in 6th grade language.  When proofreading the consent form, ask yourself if an average 6th grader would understand the study after reading this form.

*NOTES FOR LOCAL INVESTIGATORS: 

· The goal of the informed consent process is to provide people with sufficient information for making informed choices.  The informed consent form provides a summary of the clinical study and the individual's rights as a research participant.  It serves as a starting point for the necessary exchange of information between the investigator and potential research participant.  This template for the informed consent form is only one part of the larger process of informed consent. For more information about informed consent, review the "Recommendations for the Development of Informed Consent Documents for Cancer Clinical Trials" prepared by the Comprehensive Working Group on Informed Consent in Cancer Clinical Trials for the National Cancer Institute.  The Web site address for this document is http://cancer.gov/clinicaltrials/understanding/simplification-of-informed-consent-docs/
· A blank line, __________, indicates that the local investigator should provide the appropriate information before the document is reviewed with the prospective research participant. 

· Suggestion for Local Investigators:  An NCI pamphlet explaining clinical trials is available for your patients.  The pamphlet is entitled: "If You Have Cancer…What You Should Know about Clinical Trials".  This pamphlet may be ordered on the NCI Web site at https://cissecure.nci.nih.gov/ncipubs/ or call 1-800-4-CANCER (1-800-422-6237) to request a free copy. 

· Optional feature for Local Investigators: Reference and attach drug sheets, pharmaceutical information for the public, or other material on risks.  Check with your local IRB regarding review of additional materials.
*These notes for {authors and} investigators are instructional and should not be included in the informed consent form given to the prospective research participant. 
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Addendum 1
Verbal or written consent may be obtained for N0392

The following is a model which may be used to draft a written consent form

N0392, Assessment of Patient Satisfaction with Participation in Phase II/III NCCTG Clinical Trials

This is an important form.  Please read it carefully.  It tells you what you need to know about this research study.  If you agree to take part in this study, you need to sign this form.  Your signature means that you have been told about the study and what the risks are.  Your signature on this form also means that you want to take part in this study.

This is a clinical trial, a type of research study.  Your study doctor will explain the clinical trial to you.  Clinical trials include only people who choose to take part.  Please take your time to make your decision about taking part.  You may discuss your decision with your friends and family.  You can also discuss it with your health care team.  If you have any questions, you can ask your study doctor for more explanation. 
You are being asked to take part in this research study because you have enrolled to receive treatment in another clinical trial through the North Central Cancer Treatment Group (NCCTG). 
Why is this research study being done?
The purpose of this research study is to find out how patients feel about taking part in clinical trials.  
How many people will take part in the research study?
About 3870 people will take part in this study.  

What will happen if I take part in this research study?
We want to know your view of how your life has been affected by cancer and its treatment.  This “Quality of life” study looks at how you feel about your clinical trial experience.
This information will help doctors better understand how patients feel about taking part in clinical trials and the roles patients play in their cancer treatment.  In the future, this information may help patients and doctors as they decide which medicines to use to treat cancer.

You will be asked to complete three questionnaires: one on your first visit, one after your first treatment or 1 month later, and the last one at the end of your treatment or 12 months after your first visit.  It takes about 10 minutes to fill out each questionnaire.  
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Addendum 1
If any questions make you feel uncomfortable, you may skip those questions and not give an answer.

If you decide to take part in this study, the only thing you will be asked to do is fill out the three questionnaires.  You may change your mind about completing the questionnaires at any time.

We will do our best to make sure that your personal information will be kept private.

How long will I be in the research study?
You will be in this study for up to 1 year.

Can I stop being in the research study?
Yes.  You can decide to stop at any time.  Tell the study doctor if you are thinking about stopping or decide to stop.  

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.
What side effects or risks can I expect from being in the research study?
There are no known risks to completing the questionnaires.

Are there benefits to taking part in the research study?
Taking part in this study will not make your health better.  We do know that the information from this study will help doctors learn more about how clinical trials affect patients.  This information could help future cancer patients.

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

You do not have to be in this study to receive treatment for your cancer.

What are the costs of taking part in this research study?
There are no costs to you for taking part in this study.

You will not be paid for taking part in this study.

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

There is no risk of harm from taking part in this study.
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What are my rights if I take part in this research study?
Taking part in this study is your choice.  You may choose either to take part or not to take part in the study.  If you decide to take part in this study, you may leave the study at any time.  No matter what decision you make, there will be no penalty to you and you will not lose any of your regular benefits.  Leaving the study will not affect your medical care.  You can still get your medical care from our institution.   

We will tell you about new information or changes in the study that may affect your health or your willingness to continue in the study.

In the case of injury resulting from this study, you do not lose any of your legal rights to seek payment by signing this form.  

Who can answer my questions about the research study?
You can talk to your study doctor about any questions or concerns you have about this study.  Contact your study doctor __________________ [name(s)] at __________________ [telephone number].
For questions about your rights while taking part in this study, call the ________________________ [name of center] Institutional Review Board (a group of people who review the research to protect your rights) at __________________ (telephone number).  [Note to Local Investigator: Contact information for patient representatives or other individuals in a local institution who are not on the IRB or research team but take calls regarding clinical trial questions can be listed here.]   
Where can I get more information?
You may call the National Cancer Institute's Cancer Information Service at: 

1-800-4-CANCER (1-800-422-6237) or TTY: 1-800-332-8615
You may also visit the NCI Web site at http://cancer.gov/
· For NCI’s clinical trials information, go to: http://cancer.gov/clinicaltrials/
· For NCI’s general information about cancer, go to http://cancer.gov/cancerinfo/
You will get a copy of this form.  If you want more information about this study, ask your study doctor.
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Signature
I have been given a copy of all _____ [insert total of number of pages] pages of this form.  I have read it or it has been read to me.  I understand the information and have had my questions answered.  I agree to take part in this study.

Printed Participant Name: __________________________________________
Participant Signature: ______________________________________________
Date: _____________________________________

Printed name of person obtaining informed consent: 
__________________________________________
Signature of person obtaining informed consent:
___________________________________________
Date _____________________________________

This model informed consent form is the official consent document for this study.  Local IRB changes to this document are allowed.  Sections “What are the risks of the research study” or “What other choices do I have if I don’t take part in this research study?” should always be used in their entirety if possible.  Editorial changes to these sections may be made as long as they do not change information or intent.  If the institutional IRB insists on making deletions or more substantive modifications to these sections, they may be justified in writing by the investigator and approved by the IRB.  Under these circumstances, the revised language and justification must be forwarded to the North Central Cancer Treatment Group Operations Office for approval before a patient may be registered to this study.

Consent forms will have to be modified for each institution as it relates to where information may be obtained on the conduct of the study or research subject.  This information should be specific for each institution.
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