NOTE TO AUTHORS OF CONSENT FORMS:

THE CHANGES BELOW IN RED AND YELLOW HIGHLIGHT ARE THE SUBSTANTIVE CHANGES THAT HAVE BEEN MADE TO SPECIFIC SECTIONS OF THE NCI INFORMED CONSENT TEMPLATE IN THE MAY 12, 2013 VERSION COMPARED TO THE FEBRUARY 15,  2013 VERSION.  THESE ARE PROVIDED TO HIGHLIGHT FOR YOU THE CHANGES.  HOWEVER, PLEASE UTILIZE THE MAY 12, 2013 VERSION IN ITS ENTIRETY WHEN PREPARING CONSENT FORMS, AS THE INFORMATION BELOW IS ABBREVIATED AND DOES NOT REPRESENT ENTIRE SECTIONS. THE OTHER CHANGES THAT HAVE BEEN MADE TO THE MAY 2013 VERSION REPRESENT FORMATTING CHANGES, GRAMMATICAL IMPROVEMENTS, AND SOME CHANGES TO THE EXAMPLES THAT HAVE BEEN INCLUDED IN THE TEMPLATE. CHANGES HAVE ALSO BEEN MADE TO THE SAMPLE PHASE 2 AND 3 CONSENT FORMS IN ACCORDANCE WITH THE MAY 12, 2013 VERSION OF THE TEMPLATE.
What are my other choices if I do not take part in this study?
Use the following text for all studies:

If you decide not to take part in this study, you have other choices. For example:

· you may choose to have the usual approach described above

· you may choose to take part in a different study, if one is available

· or you may choose not to be treated for cancer (as appropriate, consider adding) but you  may want to receive comfort care to relieve symptoms.

Why is this study being done?
	Notes to consent form authors:

	1. Section length limit: This section should be between five and seven sentences and take up no more than one-quarter page.

2. Provide a brief, phase-specific description of why the study is being done. For single arm phase 2 studies, indicate what is known about the drug/approach and indicate the amount of improvement (e.g. tumor shrinkage by one quarter is expected compared to the tumor’s present size).  For randomized phase 2 or 3 trials only, indicate the type and amount of improvement (e.g., survival, time to cancer recurrence, decrease in symptoms) that can be observed if the study is positive.

3. Insert the names and types of  investigational drugs/agents/interventions where indicated.

4. Insert the number of people taking part in the study.

5. If modifying the Template language is necessary, use simple, concise, lay language.



What are the study groups?

A computer will by chance assign you to treatment groups in the study.  This is called randomization.  This is done by chance because no one knows if one study group is better or worse than the other.
What extra tests and procedures will I have if I take part in this study?
	Notes to consent form authors:

	1. Section length limit: If the study has extra tests and procedures, this section  is required but  should be as brief as possible and take up no more than one-half page. If the study includes mandatory specimen collection, five to ten more sentences may be added and the length can be expanded to one page.

2. You do not need to list those exams, tests, and procedures that are part of the usual approach. If the only exams, tests, or procedures that are being done are those performed using the usual approach, omit this section.
3. Provide a list of research-related exams, tests, and procedures that are not part of the usual approach or that will be done more frequently than usual. Specify the frequency, if applicable.

4. Please note: Sample text has been provided below for mandatory specimen collection. Sample text for optional specimen collection is provided in the “…Optional studies…” section located prior to the Signature line.


[If applicable, include whether any of the specimen left over will be stored for biobanking.  If so, indicate that this will be discussed in the section on optional studies.]

[If applicable, describe how the test results will be stored to protect privacy, e.g., “Your privacy is very important and the researchers will make every effort to protect it.  Your test results will be identified by a unique code and the list that links the code to your name will be kept separate from your sample and health information.”.  Also include whether or not the results will be available to the study participant or study doctor.]
What possible risks can I expect from taking part in this study?

	Notes to consent form authors:

	1. Section length limit: Limit  this section to two to four pages maximum.


If you choose to take part in this study, there is a risk that::
Note to consent form authors: Select reasonably foreseeable risks and discomforts that are not physical side effects from the bullets below and/or include others, as relevant. Keep bulleted lists to no more than four items, if possible.
· You may lose time at work or home and spend more time in the hospital or doctor’s office than usual

· You may be asked sensitive or private questions which you normally do not discuss
· (For randomized studies only)The study drug(s)/study approach may  not be better, and could possibly be worse, than the usual approach for your cancer.

· (For studies requiring genetic testing) There is a risk someone could get access to the personal information in your medical records or other information researchers have kept about you. Someone might be able to trace this information back to you.  The researchers believe the chance that someone will identify you is very small, but the risk may change in the future as people come up with new ways of tracing information.  In some cases, this information could be used to make it harder for you to get or keep a job.  (For non-U.S. participants, please verify the existence of such laws before including the following sentence.) There are laws against misuse of genetic information, but they may not give full protection.  The researchers believe the chance these things will happen is very small, but cannot promise that they will not occur. 

· There can also be a risk in finding out new genetic information about you..  New health information about inherited traits that might affect you or your blood relatives could be found during a study.  

Possible side effects of FOLFOX:

COMMON, SOME MAY BE SERIOUS

In 100 people receiving FOLFOX, more than 20 and up to 100 may have:
What possible benefits can I expect from taking part in this study?

	Notes to consent form authors:

	1. Section length limit: This section should be between two and three sentences and take up no more than one-eighth page.

2. The statements below are generic and consent form authors should try to make their language specific to the study question when describing the potential research benefit. 


Text Example: Phase 1 Studies:

This study is unlikely to help you. This study may help us learn things that may help people in the future.

Text Example: Phase 2 Non- randomized  Studies:
This study has only a small chance of helping you because we do not know if the study drug/study approach is effective. This study may help researchers learn things that may help other people in the future.

Text Example: Phase 2 and 3 Randomized  Studies:

It is not possible to know at this time if the study drug(s)/study approach is better than the usual approach so this study may or may not help you. This study will help researchers learn things that will help people in the future.
Can I stop taking part in this study?
The study doctor may take you out of the study:

· If your health changes and the study is no longer in your best interest

· If new information becomes available

· If you do not follow the study rules

· If the study is stopped by the sponsor, IRB or FDA.
What happens if I am injured or hurt because I took part in this study?
	Notes to consent form authors:

	1. Section length limit: This section should be between four and six sentences and take up no more than one-quarter page.


Use the following text for all studies:

If you are injured or hurt as a result of taking part in this study and need medical treatment, please tell your study doctor. The study sponsors (will/will  not) offer to pay for medical treatment for injury.  Your insurance company may not be willing to pay for study-related injury.  If you have no insurance, you would be responsible for any costs.

If you feel this injury was a result of medical error, you keep all your legal rights to receive  payment for this even though you are in a study.
Who will see my medical information?
	Notes to consent form authors:

	1. Section length limit: This section should be between four to seven  sentences and take up no more than one-quarter page.
2.  The NCI has recommended that HIPAA regulations be addressed by the local institution. Language pertaining to HIPAA compliance may or may not be included in the local consent form, depending on local institutional policy.


Use the following text for all studies:

Your privacy is very important to us and the researchers will make every effort to protect it. Your information may be given out if required by law. For example, certain states require doctors to report to health boards if they find a disease like tuberculosis. However, the researchers will do their best to make sure that any information that is released will not identify you. Some of your health information, and/or information about your specimen, from this study will be kept in a central database for research. Your name or contact information will not be put in the database.
There are organizations that may inspect your records. These organizations are required to make sure your information is kept private, unless required by law to provide information. Some of these organizations are:

· The study sponsor and any drug company supporting the study (Note to consent form authors: Delete drug company reference if not applicable.)
· The Institutional Review Board, IRB, is a group of people who review the research with the goal of protecting the people who take part in the study.

· The Food and Drug Administration and the National Cancer Institute in the U.S., and similar ones if other countries are involved in the study.
ADDITIONAL STUDIES SECTION: (Indicate clearly to participants that this is a separate section)
