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A General Information about this Form

You may be eligible to take part in a research study.  This form will give you important information about the why this study is being done, what will happen during the study, the risks and possible benefits.  Please read it carefully.  After you finish, talk with the researcher and ask questions.  You may also want to talk to family, friends, your primary care doctor or other health care provider about joining this study.  If you decide that you would like to take part in the study, you will be asked to sign this form and you will be given a copy of the signed form to keep.
B General Information about the Study and the Researchers

B.1 Study Title

B.2 Company or agency sponsoring the study

B.3 Names of the researchers conducting the study
C Purpose of this Study
C.1 Why is this study being done?
This study is being done to [choose applicable text category below and deleting all other categories]
[Outcomes/Observational/Other Studies]


study the natural history of (name of disease/condition) and its causes and treatments.

[Phase 1 Drug Studies]

test the safety of (drug/treatment) and see what effects, good and bad, it has on people with your (participant's condition).  This is a Phase I study, which means that this drug is either being studied for the first time in humans or has been tested a limited number of times in humans.

[Phase 2 Drug Studies]

find out what effects, good and bad, (drug/treatment) has on you and your (participant's condition) [choose one] (and/or) find the highest dose of (drug), which can be given without causing severe side effects.
[Phase 3 Drug Studies]

compare the effect, good and bad, of the (new drug/treatment) with [insert comparison reference - i.e. commonly-used drugs/treatments, placebo, etc.] (comparison reference) on you and your (participant's condition) to see which is better.
[Devices]


study the (device name) on persons with (participant's condition) to determine [insert question to be answered by study] (study question).

D Information about Study Participants

D.1 Why am I being asked to take part in this study?

You are being asked to take part in this study because [state why the participant was selected]
D.2 How many subjects are expected to enroll in this study?

XX number of participants are expected to be enrolled from this hospital/clinic into this study. [Insert a statement about the number of participants expected to be enrolled from all centers in a multicenter study.] 

D.3 Can I leave this study at any time?

You can leave the study at any time.  However, if you decide to stop participating in the study, talk with one of the research team members and your regular doctor first so they can help you decide what may be best for your medical care once you are off study.

D.4 If I decide not to join this study, what other options do I have?

Instead of being in this study, you have these options:

[Bullet point the list of alternatives including standard of care, or other investigational products or procedures and disclose any of their important potential benefits and risks] 

You always have the option to not be in this study or to refuse any medical treatment.

D.5 How long will I be in this study?

We think you will be in the study for (months/weeks, until a certain event).

[Where appropriate, state that the study will involve either short or long-term follow-up or require responding to a questionnaire]

E Information about Study Procedures

E.1 What exactly will be done to me during this study?  What kinds of research  procedures will I receive if I agree to be in this study? 
[Describe what's involved in the study.  Consider inserting a simplified schema and/or calendar informing the participant of their requirements.  Include whether a participant will be at home, in the hospital, or in an outpatient setting.  If objectives include a comparison of interventions, list all procedures, even those considered standard]
F Information about Risks and Benefits
F.1 What risks will I face in this study?

[List below all reasonably foreseeable physical and nonphysical risks,(e.g. the inability to work, emotional distress, etc.) and discomforts (e.g. sitting in one place for a long time, being in a confined space, reliving painful memories, receiving multiple injections, etc.) associated with the study, and describe how they will be managed, being explicit about severity and reversibility.  In addition to physiological and psychological risks/discomforts, describe any social, legal or financial risks that might result from participating in the research].

F.2 What will the researchers do to protect me from these risks?
F.3 What if I get sick or hurt or have other problems while in this study?
F.4 While I am in this study, can I also join other studies?
Are you presently participating in any other research studies? 
Yes
 
No 

If yes, please state which study(ies)____








While participating in this study, you should not take part in any other research project without approval from the people in charge of each study.  This is to protect you from possible injury arising from such things as extra blood drawing, extra x-rays, interaction of research drugs, or similar hazards.
F.5 How can I benefit if I take part in this study?  How could others benefit?

[If there is no intended benefit to any participants, insert the following statement: "This study is not designed to provide direct benefits to any participants."].

You may or may not get any direct benefit from being in this study.  We cannot promise that you will experience any benefits from participating in this study.  We hope the information learned from this study will benefit others in the future.

F.6 Will the researchers tell me if they learn of new information that could change my willingness to stay in this study?

If any new information is learned, at any time during the research, which might affect your participation in the study, we will tell you. 

G Information about Ending the Study
G.1 If I wish to stop taking part in this study, what should I do? 
Talk with one of the research team members and your regular doctor first so they can help you decide what may be best for your medical care once you are off study. 
G.2 Could there be any harm if I leave the study before it is finished?

If you suddenly withdraw from the study, [Describe any serious consequences of sudden withdrawal from the study] and we may not be able to use any of the information gathered from your participation.

G.3 Could the researchers take me out of the study even if I want to continue?

The investigator may decide to take you off this study if it is believed to be in your best interest, if you fail to follow instructions, if new information becomes known about the safety of the study, or for other reasons the investigator or sponsor believes are important.

H Information about the Costs

H.1 If I join this study, will it cost me anything?

You do not have to pay anything to be in this study.  However, if taking part in this study leads to procedures or care not included in the study, it may lead to added costs for you or your insurance company.  You will not be charged for (insert appropriate tests, procedures, medications, etc.) that are part of this research study.

H.2 Will my insurance company or will I be billed for any costs?  If so, which costs and what will happen if my insurance doesn’t cover these costs?

You or your insurance company, will be charged for any other portion of your care that is considered standard of care.  You may be responsible for any co-payments and deductibles that are standard for your insurance coverage.  This may include: (Describe what may be included)

H.3 Will I be paid or reimbursed for anything for taking part in this study?

You [choose one] (will/will not) be paid for being in this study.  [If participant is compensated] (state payment schedule/amount).  
H.4 Who could profit or benefit from the study results?

For your information, (Insert the name of the Investigator) has a financial interest in this study. (Describe the nature of the investigator’s financial interest or potential conflict of interest).

Examples: 

Dr. A is a paid consultant to the company sponsoring this study and an immediate family member has significant financial interest in the company.

Dr. B is a paid consultant, paid member of the Advisory Board, and receives payment for lectures from the company sponsoring this study.

Dr. C is an unpaid consultant to the company sponsoring this study, but has other interests in the company or its products (such as patents, trademarks, copyrights, licensing agreements, or stock options).

Dr. D is a founder of the company, has stock in the company, and is a paid consultant to the company sponsoring this study.

I Information about Confidentiality

I.1 How will my privacy be protected?
I.2 What information about me may be seen by other people and why?  Who are the others that might see it?
I.3 What happens to the information about me after the study is over or if I leave the study early?

J Contact Information

J.1 Who can I contact about this study?
J.2 Who can I contact about my rights as a research subject?
J.3 Who can I contact if I think I have been injured as a result of this study?
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