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Statement of Research

It is a principle of medical practice that a subject who is to participate in the research investigation of a new medical treatment, device, or procedure must give his or her informed consent to such participation.  This consent must be based on the understanding of the nature and risks of the treatment, device or procedure.  This document provides information important for this understanding.  If you have any questions, please ask. Clinical research trials include only subjects who choose to take part. Please take your time to make your decision. Discuss it with your family and friends. If at any time you have questions, please ask.

Introduction

You are invited to be in a research study about [insert general statement about study].  You were selected as a possible participant because you [explain how subject was identified; for example, by having type 2 diabetes,  having been diagnosed with breast cancer, etc.].
What is the purpose of this study?

The purpose of this study is [explain in lay language the basic purpose of the study explain if the drug or device tested is experimental or if any procedures are experimental].
How many people will participate?

Approximately [number] people will take part in this study at [indicate departmental and University affiliation. Add a sentence for the total number of subjects expected to participate nationwide, if a multi-center].
How long will I be in the study?
[Describe total length of time in study and how often they need to return for visits etc……..If you agree to take part in this study, your participation in the study will last _______. You will need to visit the research office _________ times. Each visit will take about ________ minutes.]

What will happen during the study?

[Describe step by step, from the subject’s point of view, what is going to happen to the subject;  describe where the procedure will take place; e.g., “three (3) weeks after your procedure you will need to return to the clinic,….a research coordinator will contact you by phone,……during your hospital stay you will receive……”]
[Describe any procedures, drugs or devices that are experimental.]

[Describe method and schedule of administration of medications]

[If the study involves surveys or questionnaires, include a statement that the subject is free to skip any questions that he/she would prefer not to answer.]

[The process of randomization: “If you decide to enroll into this research study, you will be assigned by chance to one of the following groups:  Group A receives…Group B receives….” A placebo is an inactive substance that looks the same as the study drug.”]

[Indicate whether or not all participants receive the same therapy.]

[Describe blood samples in amounts such as teaspoons, tablespoons, ounces, etc.: 5 ml = 1 teaspoon; 15 ml = 1 tablespoon; 30 ml = 1 ounce.]

[Whether research subjects are normal/healthy individuals.]

What are the risks of the study?
There may be some risks from being in this study. [Describe the risks: physical, pain, drug toxicity, psychological, emotional, legal, economical,  privacy, etc. Some risks may be better described as things that could make the subject “uncomfortable” such as embarrassment or fatigue.  There is no such thing as a risk-free study, if there are no known risks, state that there are “no foreseeable risks” to participating.]

[Indicate if there are significant physical or psychological risks to participation. If there are risks to an unborn fetus, the subject should be told under what conditions the researcher will terminate the study. Explain the risks for the subject if he/she chooses to exit the study early and what he/she might need to do such as tapering off medication, etc.]
[If the procedure involves radiation risks (X-rays, etc.,) include radiation risks.  Consent language on radiation risks can be found on IRB forms website.]

Are there any unforeseen risks?

In addition to the risks described, there may be unknown risks, or risks associated with being in this study, that are not anticipated.
[If applicable]

Women of Childbearing Potential

If you are a woman who is able to become pregnant, it is expected that you will use an effective method of birth control to prevent exposing a fetus to a potentially dangerous agent with unknown risk.  If you are pregnant or currently breast-feeding, you may not participate in this study.  You understand that if you are pregnant, if you become pregnant, or if you are breast feeding during this study, you or your child may be exposed to an unknown risk (or state specific risk).
To confirm to the extent medically possible that you are not pregnant, you must agree [choose one:  (to have a pregnancy test done before beginning this research study or to begin the study after onset of your next menstrual period)].  You must agree to avoid sexual intercourse or use a birth control method judged to be effective by the investigator and which will not interfere with the proposed investigation.  You must accept the risk that pregnancy could still result despite the responsible use of a reliable method of birth control.  You must agree to notify the investigator as soon as possible of any failure of proper use of your birth control method, or if you become pregnant, either of which may result in your being withdrawn from the study.
What are the benefits of this study?
You [may or may not] benefit personally from being in this study. [If the research involves gathering data to support or reject a hypothesis, state that knowledge will be gained that may be beneficial for other persons, society, or science.]
What are the alternatives to participating in this study?

[Insert alternative treatments/procedures to participating in the research.  If there are no alternate treatments, or if this study is a data-collecting study or non treatment study, the alternative is simply not to participate and should be clearly stated.]

Will it cost me anything to be in this study?

You [will / will not] have costs for being in this study.  [Describe any cost to the subject.  Provide specific information about which test/procedures would be covered by insurance and which would not be covered because they are for research.  Insurance co-payments should be described as a cost.  If the sponsor is not paying for research tests or study treatments, consider adding a sentence instructing subjects to check with their insurance carrier prior to deciding whether or not to participate.]

[For studies involving a clinical or therapeutic intervention, consider adding:] 
You and/or your medical/hospital insurance carrier will remain responsible for your regular medical care expenses.

Will I be paid for participating in this study?

You [will or will not] be paid for being in this research study.  [Describe the monetary compensation.  If subjects must provide a SSN and address to receive check for payment, that should be indicated.  If compensation is pro-rated when a subject withdraws prior to completing the study, explain how it is pro-rated.]

[If the compensation is a small gift, gift certificate, etc., describe separately.] 

Who is funding this study?

[Choose ONLY ONE of the following two statements.]
The University and the research team are receiving no payments from other agencies, organizations, or companies to conduct this research.

[Name of agency/organization/company] is funding this research study.  This means that the [insert University or site conducting the research] is receiving payments from [name] to support the activities that are required to conduct the study.  No one on the research team will receive a direct payment or an increase in salary from [name] for conducting this study.

What if I am injured as a result of this study?

[This section may be deleted in most minimal risk studies]

**OPTION 1: FOR INDUSTRY-SPONSORED RESEARCH (CLINICAL TRIALS).  Use this language when the sponsor contract provides full coverage in the event of a research-related injury.
All forms of medical diagnosis and treatment, whether routine or experimental, involve some risk of injury.  In spite of all precautions, you might develop medical complications from participating in this study.  If such complications arise, the investigator and the research study staff will assist you in obtaining appropriate medical treatment.  In the event that you have an injury or illness that is directly caused by your participation in this study, reimbursement for all related costs will be obtained by the study sponsor.  You will not be responsible for any of these costs.
You do not waive any liability rights for personal injury by signing this form.

**OPTION 2: FOR INDUSTRY SPONSORED RESEARCH (CLINICAL TRIALS).  Use this language when the sponsor contract DOES NOT provide full coverage in the event of a research- related injury.

All forms of medical diagnosis and treatment, whether routine or experimental, involve some risk of injury.  In spite of all precautions, you might develop medical complications from participating in this study.  If such complications arise; the investigator and the research study staff will assist you in obtaining appropriate medical treatment.  In the event that you have an injury or illness that is directly caused by your participation in this study, reimbursement for all related costs of care will be sought first from your insurer, managed care plan, or other benefits program.  You will be responsible for any associated co-payment or deductible as required by your insurance.  

If costs of care related to such an injury are not covered by your insurer, managed care plan, or other benefits program, reimbursement will be sought from the study sponsor.  If the sponsor will not cover the costs, you may be responsible.  If you are unable to pay for such costs, the investigator will assist you in applying for supplemental benefits and explain how to apply for patient financial assistance from the hospital.

You do not waive any liability rights for personal injury by signing this form.

**OPTION 3:  OTHER FUNDING OR NO FUNDING: Use this language for non industry sponsored projects, or non funded projects.

All forms of medical diagnosis and treatment, whether routine or experimental, involve some risk of injury.  In spite of all precautions, you might develop medical complications from participating in this study.  If such complications arise; the investigator and the research study staff will assist you in obtaining appropriate medical treatment.  In the event that you have an injury or illness that is directly caused by your participation in this study, reimbursement for all related costs of care will be sought first from your insurer, managed care plan, or other benefits program.  You will be responsible for any associated co-payment or deductible as required by your insurance.  

If costs of care related to such an injury are not covered by your insurer, managed care plan, or other benefits program, you may be responsible for these costs.  If you are unable to pay for such costs, the investigator will assist you in applying for supplemental benefits and explain how to apply for patient financial assistance from the hospital.

You do not waive any liability rights for personal injury by signing this form.

Is being in this study voluntary?

Your participation is voluntary. You may refuse to participate or you may discontinue your participation at any time without penalty or loss of benefits to which you are otherwise entitled.  Your decision whether or not to participate will not affect your current or future relations with The University of South Dakota [and insert the names of any other cooperating institutions]. 

If you decide to leave the study early, you may be asked to:
· Describe the procedures the subject may need to follow such as calling the study coordinator, coming in for a close-out visit.  
· Describe any consequences of the subject’s withdrawal.
The investigator may also withdraw you from the study [and the study medication may be stopped] without your consent for one or more of the following reasons: [check your protocol, you may use these or add your own].
· Failure to follow the instructions of the investigator and/or study staff.
· The investigator decides that continuing your participation could be harmful to you.

· Pregnancy.
· You need treatment that is not allowed in the study.
· The study is cancelled.
You will be informed by the research investigator[s] of this study about any significant new findings that develop during the study which may influence your willingness to continue to participate in the study.

Will my records be kept confidential?
The records of this study will be kept confidential.  In any report about this study that might be published, you will not be identified.  Your study record may be reviewed by [insert drug manufacturer, Food and Drug Administration, and VA institution, if applicable], and the University of South Dakota Institutional Review Board (IRB). An IRB is a group of people who review the research to protect your rights. [If other IRBs are involved, insert the names of the IRBs.]Because of the need to release information to these agencies, absolute confidentiality cannot be guaranteed, but access to records will be limited to authorized personnel as required by state or federal law.

[If applicable-GINA law information] A new federal law, called the Genetic Information

Nondiscrimination Act (GINA), generally makes it illegal for health insurance companies, group health plans, and

most employers to discriminate against you based on your genetic information. This law generally will protect

you in the following ways:

• Health insurance companies and group health plans may not request your genetic information

that we get from this research.

• Health insurance companies and group health plans may not use your genetic information when

making decisions regarding your eligibility for premiums.

• Employers with 15 or more employees may not use your genetic information that we get from this

research when making a decision to hire, promote, or fire you or when setting the terms of your employment.

All health insurance companies and group health plans must follow this law by May 21, 2010. All employers with 15 or more employees must follow this law as of November 21, 2009. Be aware that this new federal law does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance.
Whom may I contact if I have questions?
You may ask any questions you have now or later.

The researchers conducting this study are:

[Insert name(s) of investigator(s)/] 
[Insert telephone number] during the day 
and at [insert after hours telephone number] after hours.  
· You may call these numbers if you have questions, concerns, or complaints about the research.
· You should also call these numbers if you have a research-related injury. 
[Appointment contact (if applicable)]: If you need to change your appointment, please contact [name and phone number.]
If you have questions regarding your rights as a research subject, you may contact The University of South Dakota- Office of Human Subjects Protection at (605) 677-6184.
· You may also call this number to discuss or report any problems, complaints, or concerns you have about this research study.  
· You may also call this number if you cannot reach research staff, or you wish to talk with someone who is independent of the research team.  
· General information about being a research subject can be found by clicking “Information for Research Participants” on the web site: http://www.usd.edu/research/research-and-sponsored-programs/research-participant-information.cfm.
Statement of Consent

Your signature indicates that this research study has been explained to you, that your questions have been answered, and that you agree to take part in this study.  You will receive a copy of this form.

Subject Name (Printed)__________________________________________________

___________________________________

_________________________

Subject's Signature





Date

[Only include the Parent/Guardian signature line IF APPLICABLE to your study
—otherwise delete this section]

Parent/Guardian or Legally Authorized Representative’s Name and Relationship to 

Subject.

___________________________________

__________________________

Name (Printed)




Relationship to Subject

___________________________________

__________________________

Signature of Parent/Guardian or


Date

Legally Authorized Representative
Statement of Person Who Obtained Consent

I have discussed the above study with the subject or, when appropriate, with the subject’s legally authorized representative.  It is my opinion that the subject adequately understands the risks, benefits, and procedures involved with participation in this research study.

__________________________________

__________________________

Signature of Person Obtaining Consent

Date
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