RESEARCH SUBJECT INFORMATION AND CONSENT FORM

Title: 
 

Protocol No.:



WIRB® Protocol #

Sponsor:


Investigator:


Site(s):


STUDY-RELATED 

PHONE NUMBER(S):


This consent form may contain words that you do not understand.  Please ask the study doctor or the study staff to explain any words or information that you do not clearly understand. You may take home an unsigned copy of this consent form to think about or discuss with family or friends before making your decision.
SUMMARY

· You are being asked to be in a research study.

· Your decision to be in this study is voluntary.

· If you decide to be in this study and then change your mind, you can leave the study at any time.

· The drug in this study is experimental.  Not all risks or side effects are known.  Some of the side effects may be life threatening.

· The most common side effects of this drug are:

· You may receive placebo during this study.  The placebo looks like __________ but has no medication in it.

· The care (treatment) you receive in this study is not standard medical care and should not replace your usual medical care from your doctor.  OR This is not a treatment study.

· You will be in this study for about (time period) and have (number) study visits

· If you agree to be in this research study, your medical records will become part of this research.  They may be looked at or copied by the sponsor of this study or government agencies or other groups associated with the study.

[THE FOLLOWING BULLET IS OPTIONAL.  HOWEVER, IF IT IS INCLUDED IN THE CONSENT DOCUMENT IT CANNOT BE MODIFIED IN ANY WAY.] 

· Your medical insurance may be billed for any standard medical care that is given to you during the research study.  If your insurance company is billed then it may have access to the research records.  Insurance companies may not pay for treatment that is part of a research study.  Taking part in a research study could affect your current or future insurance coverage.

More detailed information about this study is in this consent form.  Please read it carefully.

PURPOSE OF THE STUDY:
The purpose of this research study is to test an experimental drug called ________.  You are being asked to be in this study because you have ______________. 

An experimental drug is also “investigational.”  This means the drug has not been approved by the U.S. Food and Drug Administration (FDA).

In this study, the safety of _(drug)__, its effects on (disease) , and how well people tolerate it will be looked at.  It will be compared to placebo. The placebo will look just like _________, but has no medication in it.  Both ________ and the placebo will be called “study drugs.” 

You cannot choose if you will be on _______ or placebo.  This is decided by chance.  You will have an equal chance of getting _______ or placebo.  You will not know which study drug you get and your study doctor will not know, but your study doctor can find this out if it needs to be known in an emergency. 

You will be in this study about LENGTH OF TIME .  Approximately HOW MANY subjects will participate in this study.

PROCEDURES
The following tests and procedures will be done at some or all of the study visits.

· Physical exam (all visits)

· Blood and urine sample collection for routine tests  (visits 1, 2, 4, and 6)

· Pregnancy test for all female subjects (visits 1 and 6)

· Electrocardiogram (ECG - tracing of the electrical activity of the heart) (visits 1 and 6)
· Blood collection for viral load (visits 1, 3, and 6)

etc.

The procedures listed below are experimental and are only done for the research:

· (angiogram)

· (burr hole through your skull)

· etc.

RISKS AND DISCOMFORTS

The most serious possible side effects of [drug name] are:

· , etc.

· Allergic reaction to [drug name] is possible.  Serious allergic reactions that can be life-threatening may occur.

The most common side effects of [drug name] are:

Less common side effects are:

Rare side effects are:

There may be side effects which are unknown at this time.

YOU WILL NEED TO INCLUDE RISKS AND SIDE EFFECTS FOR EACH COMPARATOR DRUG, IF ANY.

Women who are pregnant or nursing a child may not participate in this study.  You must confirm that, to the best of your knowledge, you are not now pregnant, and that you do not intend to become pregnant during the study.  Before entering the study, you and the study doctor must agree on the method of birth control you will use during the entire study.  If you suspect that you have become pregnant during the study, you must notify the study doctor immediately.  Pregnant women will be withdrawn from the study because the risks to the unborn fetus from the study drug are not known.

[or other pregnancy language supplied by sponsor]

Drawing blood from your arm may cause pain, bruising, lightheadedness, and, on rare occasions, infection.

RISKS OF OTHER PROCEDURES IF NEEDED  ESPECIALLY ANY INVASIVE PROCEDURE.   FOR EXAMPLE endoscopy or tympanocentesis procedures.

IF A TREATMENT STUDY

Your [disease, condition, symptoms] may not get better or may become worse while you are in this study.
IF STUDY DRUG IS TAKEN HOME

Only you can take the study drug.  It must be kept out of the reach of children and persons who may not be able to read or understand the label.
You will be told about any new information that might change your decision to be in this study.

BENEFITS
Your [disease, condition, symptoms] may improve as a result of your participation in this study.  However, there is no guarantee of this.

IF NOT A TREATMENT STUDY, “This is not a treatment study.  You are not expected to receive any direct medical benefits from your participation in the study.

The information from this research study may lead to a better treatment in the future for people with [disease, condition, symptoms].

COSTS

Study drug will be provided by the sponsor.  There are no charges for the study visits.
OR OTHER LISTING FURNISHED BY AUTHOR     IF WILL BE BILLED FOR ANYTHING, NEED TO TELL THEM      IF INSURANCE WILL BE BILLED, NEED TO TELL THEM; ALSO WHO WILL BE RESPONSIBLE IF INSURANCE DOESN’T PAY

PAYMENT FOR PARTICIPATION  ONLY IF ARE PAYING, OR THE PROTOCOL SAYS MUST INFORM ARE NOT PAYING.

You will be paid $____ for each completed study visit.  If you do not complete the study, you will be paid for the visits you have completed.

ALTERNATIVE TREATMENT
If you decide not to enter this study, there are other treatments available.  These include LIST OF MAJOR DRUGS AND/OR THERAPIES.  The study doctor will discuss these with you.  You do not have to be in this study to be treated for [disease, condition, symptoms].

[IF NOT A TREATMENT STUDY - REMOVE “TREATMENT”: FROM SECTION TITLE AND:  This is not a treatment study.  Your alternative is to not participate in this study.]

AUTHORIZATION TO USE AND DISCLOSE INFORMATION FOR RESEARCH PURPOSES

[FOR UNIVERSITY OF IOWA STUDIES, THE FOLLOWING SECTION MAY NOT BE MODIFIED IN ANY WAY.] 

The Federal Health Insurance Portability and Accountability Act (HIPAA) requires [use either “your health care provider” or the actual name of the entity holding the health records – e.g., University of Iowa Health Care, the College of Dentistry, Student Health, the College of Nursing, Wendell Johnson Speech & Hearing] to obtain your permission for the research team to access or create protected health information about you for purposes of this research study.  Protected health information is information that personally identifies you and relates to your past, present, or future physical or mental health condition or care.  We will access or create health information about you, as described in this document, for purposes of this research study [if applicable, add: and for your treatment].  Once [use either “your health care provider” or the actual name of the entity, as above] has disclosed your protected health information to us, it may no longer be protected by the Federal HIPAA privacy regulations, but we will continue to protect your confidentiality.

We may share your health information related to this study with other parties including federal government regulatory agencies, the University of Iowa Institutional Review Boards and support staff, the Western Institutional Review Board [list others with whom you may share study data, e.g., coordinating center, contract research organization, outside clinical laboratory, pharmaceutical company sponsor, device company sponsor, federal funding agency, colleagues at other institutions who are involved in this study, etc.].  


You cannot participate in this study unless you permit us to use your protected health information.  If you choose not to allow us to use your protected health information, we will discuss any non-research alternatives available to you.  Your decision will not affect your right to medical care that is not research-related.  Your signature on this Consent Document authorizes [use “your health care provider” or the actual name of the entity, as above] to give us permission to use or create health information about you.

Although you may not be allowed to see study information until after this study is over, you may be given access to your health care records by contacting your health care provider.  Your permission for us to access or create protected health information about you for purposes of this study has no expiration date.  You may withdraw your permission for us to use your health information for this research study by sending a written notice to [PI name and address.]   However, we may still use your health information that was collected before withdrawing your permission.  Also, if we have sent your health information to a third party, such as the study sponsor, or we have removed your identifying information, it may not be possible to prevent its future use.    You will receive a copy of this signed document.
The University of Iowa Hospitals and Clinics generally requires that we document in your medical record chart that you are participating in this study. The information included in the chart will provide contact information for the research team as well as information about the risks associated with this study. We will keep this Informed Consent Document in our research files; it will not be placed in your medical record chart.

TREATMENT FOR RESEARCH RELATED INJURIES
[FOR UNIVERSITY OF IOWA STUDIES, THIS SECTION CAN ONLY BE MODIFIED BY CHOOSING ONE OF THE OPTIONS HIGHLIGHTED BELOW AS THE SECOND BULLET OF THE COMPENSATION FOR INJURY SECTION.  NO OTHER CHANGES TO THIS SECTION WILL BE ACCEPTED.] 

· If you are injured by or become ill from participating in this study, medical treatment is available at the University of Iowa Hospitals and Clinics.
· The sponsor will reimburse your reasonable and necessary medical costs for treatment for a research-related illness or injury through the University of Iowa if the injury or illness : 
        is a direct result of the [drug/device] being studied or the properly performed study procedures 

        is not a medical condition that you had when you started the study; 

        is not the direct result of a failure to follow the study plan; and

        is not the direct result of negligence of the University of Iowa.  

OR 
· The sponsor will reimburse your reasonable and necessary medical costs for treatment for a research-related illness or injury through the University of Iowa if the injury or illness : 

· is a direct result of the [drug/device] being studied or the properly performed study procedures (a procedure that would not have been done if you were not in this study) 

· is not a medical condition that you had when you started the study; 

· is not the direct result of a failure to follow the study plan; and

· is not the direct result of negligence of the University of Iowa.

· The sponsor does not plan to provide any other form of compensation to you for any illness or injury resulting from this study.
· The University of Iowa does not plan to provide free medical care or payment for treatment of any illness or injury resulting from this study unless it is the direct result of negligence by a University employee. 
VOLUNTARY PARTICIPATION AND WITHDRAWAL
01Your participation in this study is voluntary.  You may decide not to participate or you may leave the study at any time.  Your decision will not result in any penalty or loss of benefits to which you are entitled.

Your participation in this study may be stopped at any time by the study doctor or the sponsor without your consent because:

· the study doctor thinks it necessary for your health or safety;

· you have not followed study instructions;

· the sponsor has stopped the study; or

· administrative reasons require your withdrawal.

If you leave the study before the final regularly scheduled visit, you may be asked by the study doctor to make a final visit for some of the end of study procedures.

SOURCE OF FUNDING FOR THE STUDY
The study doctor (investigator) is being paid by [the sponsor].  [or other wording, as appropriate] to conduct this research.

QUESTIONS
If you have any questions about this study or your participation in this study, or if at any time you feel you have experienced a research-related injury or a reaction to the study medication, contact:


Dr.           at  [Phone]
01If you have questions about your rights as a research subject, you may contact:


Western Institutional Review Board® (WIRB®)


3535 Seventh Avenue, SW


Olympia, Washington  98502


Telephone:  1-800-562-4789 or 360-252-2500


E-mail: ClientServices@wirb.com.

04WIRB is a group of people who perform independent review of research.

Do not sign this consent form unless you have had a chance to ask questions and have received satisfactory answers to all of your questions.

If you agree to be in this study, you will receive a signed and dated copy of this consent form for your records.

CONSENT
I have read the information in this consent form (or it has been read to me).  All my questions about the study and my participation in it have been answered.  I freely consent to be in this research study.
I authorize the use and disclosure of my health information to the parties listed in the authorization section of this consent for the purposes described above. 

By signing this consent form, I have not given up any of my legal rights.

________________________________________

Subject Name

CONSENT SIGNATURE:

________________________________________
__________________

Signature of Subject
Date

________________________________________
__________________

Signature of Legally Authorized Representative
Date

(when applicable)

________________________________________________________________________

Authority of Subject’s Legally Authorized Representative or Relationship to Subject

(when applicable)

________________________________________
__________________

Signature of Person Conducting Informed
Date

Consent Discussion

------------------------------------ Use the following only if applicable ---------------------------------

If this consent form (addendum) is read to the subject because the subject (or legally authorized representative) is unable to read the form, an impartial witness not affiliated with the research or investigator must be present for the consent and sign the following statement:

I confirm that the information in the consent form (addendum) and any other written information was accurately explained to, and apparently understood by, the subject (or the subject’s legally authorized representative).  The subject (or the subject’s legally authorized representative) freely consented to be in the research study.  [adjust as needed]
Signature of Impartial Witness
Date

Note:  This signature block cannot be used for translations into another language.  A translated consent form is necessary for enrolling subjects who do not speak English.
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