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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 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 patients 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,…have type 2 diabetes,  have been diagnosed with breast cancer, etc.]

This consent form may contain information you do not understand.  Please ask the study staff to explain any information that is unclear to you.
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 PARTICPATE?

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 subjects point of view, what is going to happen to the subject.  Describe where the procedure will take place (e.g. “3 weeks after your procedure you will need to return to the clinic ….a research coordinator will contact you by phone……During you hospital stay you will receive……”

[Describe any procedures, drugs or devices that are experimental]
[Describe any procedures, drugs or devices that are part of the standard of care / not experimental]

[Describe the 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 they 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….”]
[The use of placebo: “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; 32 ml = 1 ounce]

[Indicate 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.]

 [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 they might need to do such as tapering off medication slowly, 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.]
[Some studies could potentially place a pregnant woman or the fetus at risk (e.g. drug studies) whereas other might not (e.g. questionnaires). If the design of the study has the potential to place a pregnant woman at risk include the following:]

[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.
ARE THERE ANY UNFORSEEN RISKS?

In addition to the risks described, there may be unknown risks, or risks that we did not anticipate, associated with being in this 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, or society and science.]
ALTERNATIVES TO PARTICIPATING IN THIS STUDY 

[Insert alternative treatments/procedures that are alternatives to participating in the research.  If there are no alternate treatment, 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. ex.: Frequent clinic visits may result in transportation costs and possible wages lost due to time missed from work.  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?

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 Department of Veterans Affairs and the research team are receiving no payments from other agencies, organizations, or companies to conduct this research.





OR
[Name of agency/organization/company] is funding this research study.  This means that the VA 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?

The Department of Veterans Affairs will provide necessary medical treatment if you are injured by participation in a research project approved by a VA R&D Committee and conducted under the supervision of one or more VA employees.  Except in limited circumstances, the necessary care must be provided in VA medical facilities.  Exceptions include:  situations where VA facilities are not capable of furnishing economical care; situations where VA facilities are not capable of furnishing the care or services required; and situations involving a non-veteran research subject. 

Some veterans are required to pay co-payments for medical care and services provided by VA.  These co-payment requirements will continue to apply to medical care and services provided by VA that are not part of this study.
Compensation for injuries

You have not released the [VA Medical Center / theDrug Company sponsor] from liability by signing this form.  This includes but is not limited to: 1) free medical care other than as described in this consent form, 2) payment of lost wages, or 3) compensation for pain and suffering.  Compensation for those items from the VA may be available under applicable Federal Law.  The Drug Company [VA Medical Center / theDrug Company sponsor] [will/will not] voluntarily provide any payment for such items.  You should immediately report any injuries resulting from your participation in this study to Dr. 

 at 



 during the day and during the evenings or week-ends, by calling 



 at 



 .

IS BEING IN THS 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 Department of Veterans Affairs [and insert the names of any other cooperating institutions]. 

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] [add instructions for withdrawal and contact method.  State whether subjects may withdraw over the phone or if written notification is required.  Describe options for data/specimens collected up to the point of subject withdrawal].  

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.  
Representatives of organizations such as: the Investigation Sponsor [insert name of sponsor], University of South Dakota Institutional Review Board (IRB), United States Office of the Inspector General (OIG), VA Research & Development Office (ORD), VA Office of Research Oversight (ORO), Food and Drug Administration (FDA), Office for Human Research Protection (OHRP), and the Government Accounting Office (GAO) may have access to the records.” 

Your study record may be reviewed by any of the above agencies. 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.

[Specify any circumstances of early withdrawal from the study with participant’s approval, such a deteriorating health or other conditions that might make continued participation harmful]

PRIVACY AND CONFIDENTIALITY

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 representatives of organizations such as: the Investigation Sponsor [insert name of sponsor], University of South Dakota Institutional Review Board (IRB), United States Office of the Inspector General (OIG), VA Research & Development Office (ORD), VA Office of Research Oversight (ORO), Food and Drug Administration (FDA), Office for Human Research Protection (OHRP), and the Government Accounting Office (GAO) may have access to the records.”  An IRB is a group of people that review the research to protect your rights. [if other IRBs are involved, insert the names of the IRBs also]. 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. [Insert the manner in which the data will be stored, ex: Coded identifying information, data with no identifiers] Research records and identifiers will be maintained and destroyed in accordance with the record control schedule.
CONTACTS AND QUESTIONS

The researchers conducting this study are [insert name(s) of investigator(s)].  You may ask any questions you have now.  If you have questions later, you may contact [insert name(s) of investigator(s) at [insert telephone number] during the day and at [insert afterhours telephone number] afterhours.  [If the researcher is a student, include the adviser's name and telephone number.] 

· You may call this number to discuss or report any problems, complaints, or concerns you have about this research study, or to obtain information or offer input.
· 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.]

Please feel free to contact the VA Research Office at _________, ext______ or ext_____ or the University of South Dakota-Sioux Falls Institutional Review Board at (605) 677-6184 if any of the following are true:

· 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
· You have questions regarding your rights as a research participant 
· You wish to verify the study is an approved VA study

· You wish to inquire about the agencies that might review your records

· [if applicable: You wish to inquire about tissue banking]
· You are unable to reach or have questions or concerns not being answered by the research team

 [If other IRBs are involved, list them also including the name of the IRB and telephone contact number].  

If you have any questions you can contact the research staff here: [insert name and phone number]. In the event you cannot contact the research staff or wish to speak with a person who is independent of the research study contact: [insert name and phone number].
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.  A copy of the signed, witnessed, and dated consent document will be given to the person signing the consent form.

Subject Name (Printed)__________________________________________________

___________________________________

_________________________

Subject's Signature





Date

Statement of Person Who Obtained Consent

I have discussed the above study with the subject or, where 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

[Include the Guardian signature line ONLY IF APPLICABLE to your study—otherwise delete this section]

Guardian or Legally Authorized Representative’s Name and Relationship to subject.

___________________________________

__________________________

Name- Printed





Relationship to Subject

___________________________________

__________________________

Signature of Guardian or



Date

Legally Authorized Representative

___________________________________

__________________________

Witness to Subject’s or the Subject’s Legally 
Date

Authorized Representative’s signature

[If you will be using specimens for future research, add the consent template for storing specimens with or without identifiers.] 

ADDENDUM TO INFORMED CONSENT FORM

USE AND DISCLOSURE OF YOUR MEDICAL RECORDS AND HEALTH INFORMATION FOR THIS STUDY:

This attachment to the information and consent form provides additional information about how your medical records and health information (together, your “records”) will be used and disclosed for this study. Your records may include information about your blood samples, physical examinations, medical history and any other data collected or reviewed during the course of the study as described in the consent form.

This form allows the study doctor identified in the consent and his/her study staff to use your records to carry out the study as described in the consent form. If you do not sign this form, you cannot participate in the study.

By signing this form, you allow the study doctor to disclose your records to the sponsor identified in the consent and the sponsor’s representatives. The data sent by the study doctor to the sponsor usually does not include your name, address or social security number. However, the sponsor might review or copy all of your records to assure the quality of the study or for other uses allowed by law.

All of your records, the signed consent form(s) and this form also might be reviewed or copied by the U.S. Food and Drug Administration (FDA), by the University of South Dakota-Sioux Falls Institutional Review Board (IRB) or by other regulatory agencies in this country or in other countries. These agencies might review your records to check the information collected in this study, to check how the study was conducted or for other uses allowed by law.

Federal and state laws require the study doctor and his/her staff to protect the privacy of your records. However, absolute confidentiality cannot be guaranteed because of the need to disclose information as described above. In addition, after the study doctor discloses your records to others then the law may no longer protect the privacy of the information. If you would like to know how the sponsor will protect the privacy of your records, ask the study doctor how to obtain this information. If you would like to know how the University of South Dakota-Sioux Falls Institutional Review Board will protect the privacy of your records, you can contact the IRB staff at (605) 677-6184.

You have the right to see and copy your records related to the study for as long as the study doctor and his/her staff have this information in their possession. However, by signing this form you agree that you might not be able to review some of your records related to the study until after the study has been completed, at which time your right of access will be restored.

This authorization does not have an expiration date. If you do not cancel this authorization in writing then it will remain in effect indefinitely. Cancellation of authorization should be addressed to (Investigator) at (Investigator’s address).

If you cancel this authorization, then you no longer will be able to participate in the study. If you cancel this authorization, then the study doctor and his/her staff will no longer use or disclose your records unless the study doctor needs to do so in order to preserve the scientific integrity of the study.
AUTHORIZATION
I authorize the release of my medical records and health information related to this study, including my signed consent form and this addendum to the sponsor and its representatives, the FDA, the University of South Dakota-Sioux Falls Institutional Review Board and other regulatory agencies as described above.

By signing this form, I have not given up any of my legal rights as a research participant. I understand that I will receive a signed copy of this authorization for my records.

Printed Name of Participant

Signature of Participant
Date

___________________________________

__________________________

Witness to Subject’s Signature                                          Date

Statement of Person Who Obtained Consent

I have discussed the above study with the subject or, where 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

[Requires special IRB approval] I certify that under state law I am the legally authorized representative of the Participant named above and that I am authorized to sign this form to release the Participant’s medical records and health information as described above.

Printed Name of Legal Representative

Signature of Legal Representative 
Date
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