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[FCCC INFORMED CONSENT DOCUMENT TEMPLATE]

[Insert Study Title and Principal Investigator Here]

This is a research study.  Your study doctor or a representative from a research program will explain this study to you.  Research studies include only people who choose to take part.  Please take your time to make your decision about taking part in this study.  You should discuss your decision with your friends and family.  You will also discuss it with your health care team or members of the research team leading this study.  If you have any questions, you can ask your doctor for more explanation.  

You are being asked to take part in this research study because you have [Type/stage/presentation of cancer being studied is briefly described here. For example: "Colon cancer that has spread and has not responded to one treatment."] or have some other condition such as tobacco dependence or high cancer risk status.

The sponsor of this study is [insert sponsor name here].
Why is this research study being done?  
The purpose of this research study is to... [Limit explanation to why research study is being done. Explain in 1-2 sentences. Some examples are provided.] 

[Omit the following sections if the study is observational/descriptive]

[Example: Phase 1 study]
test the safety of [drug/intervention] at different dose levels.  We want to find out what effects, good and/or bad, it has on you.  We do not know if you will benefit from this research study.  It is possible that your condition will get better, but it is also possible that there will be no effect on your condition or that your condition will get worse.  We can use what we learn from this research study to help other people with the same disease/condition.   

[Example: Phase 2 study]
find out what effects, good and/or bad, [drug/intervention] has on you and your [specify type/stage/presentation of] cancer.  We do not know if you will benefit from this research study.  It is possible that your condition will get better, but it is also possible that there will be no effect on your condition or that your condition will get worse.  We can use what we learn from this research study to help other people with the same disease.  

[Example: Phase 3 study]
compare the effects, good and/or bad, of [drug/intervention] with [commonly-used drug/intervention] on you to find out which is better.  In this research study, you will get either the [drug/intervention] or the [commonly-used drug/intervention].  You will not get both.  We do not know if you will benefit from this research study.  It is possible that your condition will get better, but it is also possible that there will be no effect on your condition or that your condition will get worse.  We can use what we learn from this research study to help other people with the same disease.  

How many people will take part in this research study?

Include this paragraph if the approximate number of participants involved in the study might be relevant to a decision to take part in the research.]
About [state total accrual goal here] people will take part in this research study.

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

List tests and procedures and their frequency under the categories below.  Include whether a patient will be at home, in the hospital, or in an outpatient setting.]
Before you begin the research study...

You will need to have the following exams, tests or procedures to find out if you can be in the research study.  These exams, tests or procedures may be part of your regular care and may be done even if you do not join the research study.  If you have had some of them recently, they may not need to be repeated.  There may also be tests or procedures necessary that are not part of routine medical care. This will be up to your study doctor or study personnel.

· [List tests and procedures as appropriate. If blood will be drawn indicate how much blood (tubes and/or teaspoons).  Use bulleted format.] 

During the research study...

If the exams, tests and procedures show that you can be in the research study, and you choose to take part, then you will need the following tests and procedures.

Baseline Evaluations 

· [List tests and procedures as appropriate. If blood will be drawn indicate how much blood (tubes and/or teaspoons).  Use bulleted format.] 

You will need these tests and procedures that are either being tested in this research study or being done to see how the research study is affecting you.

Mediating Assessments.

· [List tests and procedures as appropriate. If blood will be drawn indicate how much blood (tubes and/or teaspoons).  Use bulleted format. Omit this section if no tests or procedures are being tested in this research study or required for safety monitoring.] 

Outcome Assessments

· [List tests and procedures as appropriate. If blood will be drawn indicate how much blood (tubes and/or teaspoons).  Use bulleted format. Omit this section if no tests or procedures are being tested in this research study or required for safety monitoring.] 

*For randomized studies

You will be "randomized" into one of the research 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 research study groups.  Neither you nor your doctor can choose the group you will be in.  You will have an [equal/one in three/etc.] chance of being placed in any group. 

	       
	If you are in group 1 (often called "Arm A")... [Explain what will happen for this group with clear indication of which interventions depart from routine care.] 
If you are in group 2 (often called "Arm B")... [Explain what will happen for this group with clear indication of which interventions depart from routine care.] 
[For studies with more than two groups, an explanatory paragraph containing the same type of information should be included for each group.]


[Optional Feature:  In addition to the mandatory narrative explanation found in the preceding text, a simplified calendar (study chart) or schema (study plan) may be inserted here.  The schema from the protocol should not be used, as it is too complex, however a simplified version of the schema is encouraged.  Instructions for reading the calendar or schema should be included.  See examples.]

Study Chart [Example]
	     
	You will receive [drug(s) or intervention] every [insert appropriate number of days or weeks] in this research study. The chart below shows what will happen to you during this study  The left-hand column shows the day in the study and the right-hand column tells you what to do on that day. [Can use weeks instead of days.]


Study 1
	Day 
	What you do

	Two days before starting study
	· Get routine blood tests. [Quantify amount of blood.  Example:  tubes and/or teaspoon].

	Day before starting study
	· Check-in to _____________ the evening before starting study.

	Day 1
	· Begin taking ______ once a day. Keep taking _____ until the end of study, unless told to stop by your health care team.

	Day 2
	· Leave _______________ and go to where you are staying.

	Day 8
	· Get routine blood tests.  [Quantify amount of blood.  Example:  tubes and/or teaspoons].

	Day 15
	· Get routine blood tests.  [Quantify amount of blood.  Example:  tubes and/or teaspoon].

	Day 22
	· Get routine blood tests.  [Quantify amount of blood.  Example:  tubes and/or teaspoons].

	Day 28
	· Get routine blood tests and exams.  [Quantify amount of blood.  Example:  tubes and/or teaspoons].

· Get 2nd chest x-ray for research purposes.

	Day 29 
	· Return to your clinic or doctor's office for your next exam and to begin the next cycle.


Study Plan [Example]

Another way to find out what will happen to you during the research study is to read the chart below. Start reading at the top and read down the list, following the lines and arrows. 

	Start Here
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	Breast Cancer 



	Randomize*
(You will be in one Group or the other)
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	Group 1

CBT
Every week for 4 weeks



	
	     
	Group 2
        Support Therapy  

Every week for 4 weeks                 




Questionnaires

[If the research study involves the use of questionnaires, include the following:]

We are asking you to fill out questionnaires for this research study.  These questionnaires will tell us about _____________.  You will spend _____[time]________ to fill out the questionnaires.  We will ask you to fill them out ________ times during this research study.

You do not have to answer any questions that make you uneasy.  Whether or not you answer any question will not affect your medical care.  We will keep the paper copies of the questionnaires in a locked file to protect your privacy.  

How long will you be in the research study?

Clinical Trial

You will be asked to take [drugs or intervention] for (months, weeks/until a certain event).  After you are finished taking [drugs or intervention], you may be asked to visit the office for follow-up assessments for at least [indicate time frames and requirements of follow-up.  When appropriate, state that the research study will involve long-term follow-up and specify time frames and requirements of long-term follow-up.  For example, "We would like to keep track of your condition for “x” number of years.  We would like to do this by calling you on the telephone to see how you are doing.  Keeping in touch with you and checking on your condition helps us look at the long-term effects of the study."]

Observational Trial

You are being asked to be in this study for “x” weeks or months. You will be assessed at the following times over the course of this study. [Specify].

Can you stop being in the research study?

[Include this paragraph if there are any adverse consequences (e.g. physical, social, economic, legal, or psychological resulting from a participant’s decision to withdraw from the research. Include a statement about the procedures for orderly termination from the study.]
Yes.  You can decide to stop at any time.  Tell the study doctor or study representative if you are thinking about stopping the study or decide to stop the trial.  He or she will tell you how to stop safely. 

It is important to tell the study doctor or study representative if you are thinking about stopping so any risks from the [drugs or intervention] can be evaluated.  Another reason to tell your doctor or study representative that you are thinking about stopping the study is to discuss what follow-up care and testing could be most helpful for you, if needed.

The study doctor or study representative may stop you from taking part in this research study at any time if he/she believes it is in your best interest, if you do not follow the research study rules, or if the research study is stopped.

Can you be removed from this research study?

[Include this paragraph if there are anticipated circumstances under which the participant’s participation will be terminated by the investigator without regard to the participant’s consent.]
The study doctor may stop you from taking part in this research study at any time if he/she believes it is in your best interest; if you do not follow the research study rules; or if the research study is stopped.

What side effects or risks can you expect from being in the research study? 

You may have side effects while on the research study.  Everyone taking part in the research study will be watched carefully for any side effects.  However, doctors and study representatives do not know all the side effects that may happen.  Side effects may be mild or very serious.  Many side effects go away soon after you stop taking the [drug(s) or intervention].  In some cases, side effects can be serious, long lasting, or may never go away.  [The next sentence should be included here AND under the rare but serious category, if appropriate.  “There is also a risk of death.”] 

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

[If the risks of any research procedure are not well known, e.g. because of limited experience, include a statement that the particular treatment or intervention may involve risks to the participant which are currently unforeseeable.]
Risks and side effects related to the [procedures, drugs, interventions, devices] include those which are:

Likely
Less Likely 
Rare but serious
[Notes for consent form authors regarding the presentation of risks and side effects:

· Using a bulleted format, list risks and side effects related to the investigational aspects of the trial. Side effects of supportive medications should not be listed unless they are mandated by the research study. 

· List by regimen or aspect of trial (e.g., treatment, assessment) the physical and nonphysical risks and side effects of participating in the research study in three categories: 1." likely"; 2. "less likely"; 3. "rare but serious." 

· There is no standard definition of "likely" and "less likely." As a guideline, "likely" can be viewed as occurring in greater than 20% of patients and "less likely" in less than or equal to 20% of patients. However, this categorization should be adapted to specific study agents by the principal investigator. 

· In the "likely" and "less likely" categories, identify those side effects that may be 'serious.' 'Serious' is defined as side effects that may require hospitalization or may be irreversible, long-term, life threatening or fatal. 

· Side effects that occur in less than 2-3% of patients do not have to be listed unless they are serious, and should then appear in the "rare but serious" category. 

· Physical and nonphysical risks and side effects should include such things as the inability to work. Whenever possible, describe side effects by how they make a patient feel, for example, "Loss of red blood cells, also called anemia, can cause tiredness, weakness and shortness of breath." 

· For some investigational drugs/interventions/devices there may be side effects that have been noted during treatment however not enough data is available to determine if the side effect is related to the drug/intervention/device. Because some local IRBs request to be informed of these possible side effects, this information, when available, is provided to the study chair. Inclusion of this information in the informed consent document is not mandatory. However, if included, these side effects should be listed under a separate category titled "Side effects reported by patients, but not proven to be caused by (drug/intervention/device)." Side effects in this category do not have to be labeled as "likely," "less likely" or "rare but serious" and should not be repeated here if they appear in a previous category. Similar to the other categories, these side effects should be listed in a bulleted format.] 

Reproductive Risks [omit if not relevant] 

[Include this paragraph if the research includes women of child bearing potential or pregnant women, and the effects of any research procedures on embryos and fetuses is not well known.]
· Chemotherapy and radiation treatments may make you sterile (unable to have children).

· The drugs in this study may affect a baby, before or after the baby is born.

· You should not become pregnant or father a baby while on this research study because the drugs you take could possibly hurt an unborn baby.

· If you are pregnant now or if you are breast-feeding now, you may not take part in this research study.

· If you become pregnant while you are on the research study, you may not continue to take part in the research study.

For women who can become pregnant:

· You should not become pregnant while you are in this study.

· You should not breast-feed your baby while taking drugs for this research study.

For men:

· You should not make a woman pregnant while you are in this study.

For women and men:

· If you are having sex that could lead to pregnancy, you should use birth control while you are in this study.

· Check with the study doctor about birth control methods and how long to use them.  Some methods might not be approved for use in this study.  
Radiation Risks

[Include this paragraph if the research includes x-rays or scans as part of treatment.]
It is not likely that you will be harmed from the x-rays or scans you will have if you take part in this study.  Most experts agree that high dose radiation can cause cancer, but at low dose levels, the risk of harm is very low or there is no risk at all.

Are there benefits to taking part in the study? [Edit as needed if this is an observational study]

Taking part in this study may or may not make your health better.  While doctors hope [procedures, drugs, interventions, devices] will be more useful for your condition or will improve your well being 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 [procedures, drugs, interventions, devices] as a treatment for [condition].  This information could help future patients or people.

What other choices do you have if you do not take part in this research study?  [Edit as needed if this is an observational study]

Your other choices may include:

· Getting treatment or care for your condition without being in a study 

· Taking part in another study 

· Getting no treatment 

[Additional bullets should include, when appropriate, alternative specific procedures or treatments.]

. 

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

Will your 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:

· [List relevant organizations like study sponsor(s), local IRB, etc.] 
· The National Cancer Institute (NCI) and other government agencies, like the Food and Drug Administration (FDA), involved in keeping research safe for people 

You will be given a separate form to review regarding the steps we will take to guard your privacy as part of your participation in the research study.  By signing that additional authorization, you will be providing your consent to use and disclose information described in that form connected with your participation in this research study.

What are the costs?

[Include this paragraph if there are costs to the participant that may result from participation in the research.]
Some procedures such as x‑rays and laboratory tests may not be covered by insurance.  This means you may have to pay for them.  You need to check with your insurance company to find out what will be paid for by insurance if you take part in a research study.  We will discuss possible costs with you before the research study begins.  

Will you be compensated?

You will not get paid for taking part in this research study. [Amend if compensation is provided for time and effort] If you are harmed because of the research study, we will provide the medical care to treat that harm.  However, you may have to pay for this treatment.  Fox Chase Cancer Center has not set aside funds to pay your salary if you cannot work or for any other damages if you are harmed because of the research study.  

What are your rights if you take part in this research study?

Taking part in this research study is your choice.  You may choose either to take part or not to take part in the research 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 if you are a patient here at Fox Chase Cancer Center.  You can still get your medical care from our institution. 

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. 

New findings

[Include this paragraph if significant new findings during the course of the research may relate to the subject’s willingness to continue participation in the research study.]

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.

Who can answer your questions about the research study?

	If you have questions about:
	Please Call:

	This study
	Dr. ______ 

000-000-0000

	If you get sick or hurt in this study
	Dr. _______ 

000-000-0000

	If you have a concern or complaint
	Director, Risk Management

215-728-2591

	Your rights as a research participant while you are on this study or after the study ends
	Institutional Review Board

215-214-3754

	Your bills or health insurance coverage
	Clinical Trial Financial Counselor

215-214-1727


Where can you 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 www.cancer.gov
· For NCI's clinical trials information, go to: www.cancer.gov/clinicaltrials
· For NCI's general information about cancer, go to: www.cancer.gov/cancertopics
By signing below, you tell us that you have gotten all of the information you need; that you have received clear answers to your questions, and that you agree to take part in the research study.  You will receive a copy of this form.  You may also request a copy of the research plan. 

_____________________________________

________________________

Signature of Participant




Date

_________________________________________

________________________

Signature of Person Obtaining Consent, Degree


Date

By signing this form the person obtaining consent indicates that the research participant has been fully informed of all aspects of the research study.
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