RESEARCH SUBJECT INFORMATION AND CONSENT FORM

TITLE:

PROTOCOL NO.:



WIRB® Protocol #


UAB IRB Protocol #

SPONSOR:
Insert company name

City, State
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

[Include applicable language and/or language from sponsor’s template consent]

· 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.

· If you are injured in this study, your medical insurance may be billed for any treatment you need, or for standard medical care that you receive as a part of this study.  Your insurance would then have access to the research records and would know that you were in this study.  Your insurance company may not pay for treatment associated with a research study, and your participation could affect your insurance coverage.

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

[For clinical trials that are or will be registered with ClinicalTrials.gov include the language below, as applicable.]

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This web site will not include information that can identify you. At most, the web site will include a summary of the results. You can search this web site at any time. 

PURPOSE OF THE STUDY

[Include applicable language and/or language from sponsor’s template consent]

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
[LIST ALL PROCEDURES]

RISKS AND DISCOMFORTS

[LIST ALL RISKS AND DISCOMFORTS]

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

[Include if applicable]

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]

[Include if applicable]

You should not father a child while on this study as the treatment may indirectly affect an unborn child.  If you are sexually active and are at risk of causing a pregnancy, you and your female partner(s) must use a method to avoid pregnancy that works well or you must not have sex. [or other language supplied by sponsor]

 [List specific acceptable methods of contraception]
[RISKS OF OTHER PROCEDURES IF NEEDED ESPECIALLY ANY INVASIVE PROCEDURE]

[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.
NEW FINDINGS

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. 
[IF NECESSARY, REPLACE WITH SPONSOR’S LANGUAGE.  IF WILL BE BILLED FOR ANYTHING, NEED TO TELL SUBJECT.  ALSO TELL SUBJECT IF INSURANCE WILL BE BILLED AND WHO WILL BE RESPONSIBLE IF INSURANCE DOESN’T PAY.]
[If participants may be enrolled in Medicare Advantage and will have study related services billed to their Medicare Advantage insurance, include the following statement. Questions regarding the inclusion of this statement may be directed to Clinical Billing Review Unit at (205)934-5266 or OSP@uab.edu.
If you are in Medicare Advantage (Medicare managed care plan), you should contact someone at your plan before you start a clinical trial. They can provide more information about additional costs you could incur from participating in clinical trials.

PAYMENT FOR PARTICIPATION  

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.

[INFORM IF NOT PAYING FOR PARTICIPATION]

ALTERNATIVE TREATMENT
If you decide not to enter this study, there are other choices available.  These include:  [list of major drugs and/or therapies].  Ask the study doctor to discuss these alternatives with you.  You do not need to be in this study to receive treatment for your condition.

[IF NOT A TREATMENT STUDY - REMOVE “TREATMENT”: FROM SECTION TITLE AND ADD:]

This is not a treatment study.  Your alternative is to not participate in this study.

AUTHORIZATION TO USE AND DISCLOSE INFORMATION FOR RESEARCH PURPOSES

Federal regulations give you certain rights related to your health information.  These include the right to know who will be able to get the information and why they may be able to get it.  The study doctor must get your authorization (permission) to use or give out any health information that might identify you. 

What information may be used and given to others?

If you choose to be in this study, the study doctor will get personal information about you.  This may include information that might identify you.  The study doctor may also get information about your health including: 

· Past and present medical records

· Research records

· Records about phone calls made as part of this research

· Records about your study visits

· Information obtained during this research about [select additional from below as appropriate]
HIV / AIDS

Hepatitis infection

Sexually transmitted diseases

Other reportable infectious diseases

Physical exams

Laboratory, x-ray, and other test results

Diaries and questionnaires

The diagnosis and treatment of a mental health condition

· Records about any study drug you received

· Records about the study device

[Include if applicable and only list applicable facility]

If you receive services in University Hospital or The Children’s Hospital of Alabama (TCHA) [select institution as applicable], as part of this trial, this consent form will be placed in and made part of your permanent medical record at the hospital. 
Who may use and give out information about you?

Information about your health may be used and given to others by the study doctor and staff.  They might see the research information during and after the study.

Who might get this information?

Your information may be given to the sponsor of this research.  “Sponsor” includes any persons or companies that are working for or with the sponsor, or are owned by the sponsor.

For this study, “sponsor” includes [insert CRO name, an agent for the sponsor – If no CRO delete this line].
Information about you and your health which might identify you may be given to: 

· The U.S. Food and Drug Administration (FDA)

· Department of Health and Human Services (DHHS) agencies

· Governmental agencies in other countries

· Governmental agencies to whom certain diseases (reportable diseases) must be reported

· The University of Alabama at Birmingham physicians, nurses and staff working on the research protocol (whether at UAB or elsewhere); other operating units of UAB (University of Alabama Health Services Foundation, The Children’s Hospital of Alabama, Callahan Eye Foundation Hospital and the Jefferson County Department of Public Health, as necessary for their operations); the UAB IRB and its staff
· The Western Institutional Review Board® (WIRB®).  
· The billing offices of UAB and UAB Health Systems affiliates [Include only if “clinical billable services” will be provided at a UAB Health System location (i.e. HSF Clinics, UAB Hospital, UAB Highlands, or Callahan Eye Foundation) or The Children’s Hospital of Alabama.]
[MSO Billing Compliance Language: If you are uncertain about how the clinical services in your protocol are billed or have questions about UAB’s clinical trial billing process, please contact UAB’s Clinical Billing Review Unit at (205) 934-5266 or OSP@uab.edu .  Information and forms for the clinical trial billing process are available at http://main.uab.edu/show.asp?durki=30265. If you have questions about the clinical trial billing process for studies conducted at Children’s Hospital of Alabama, please contact Pam Barlow at pam.barlow@chsys.org or 558-2452.]

Why will this information be used and/or given to others?

Information about you and your health that might identify you may be given to others to carry out the research study.  The sponsor will analyze and evaluate the results of the study.  In addition, people from the sponsor and its consultants will be visiting the research site.  They will follow how the study is done, and they will be reviewing your information for this purpose.

[Include only if “clinical billable services” will be provided at a UAB Health System location (i.e. HSF Clinics, UAB Hospital, UAB Highlands, or Callahan Eye Foundation) or The Children’s Hospital of Alabama]

Information relating to this study, including your name, medical record number, date of birth and social security number, may be shared with the billing offices of 
[UAB only] UAB and UAB Health System affiliated entities

[TCHA only] the Children’s Hospital of Alabama, the Children’s Health System, and its billing agents

[UAB and TCHA] UAB and UAB Health System affiliated entities, along with the children’s Hospital of Alabama, the children’s Health System, and its billing agents

so that claims may be appropriately submitted to the study sponsor or to your insurance company for clinical services and procedures provided to you during the course of this study.
The results of this research may be published in scientific journals or presented at medical meetings, but your identity will not be disclosed.

The information may be reviewed by WIRB®.  WIRB is a group of people who perform independent review of research as required by regulations.

What if I decide not to give permission to use and give out my health information?

By signing this consent form, you are giving permission to use and give out the health information listed above for the purposes described above.  If you refuse to give permission, you will not be able to be in this research. 

May I review or copy the information obtained from me or created about me?

You have the right to review and copy your health information.  However, if you decide to be in this study and sign this permission form, you will not be allowed to look at or copy your information until after the research is completed.
May I withdraw or revoke (cancel) my permission?

Yes, but this permission will not stop automatically.  This permission will be good until [usually “end of research study” or “until you cancel your permission”] not stop automatically.  The use of your personal health information will continue until you cancel your permission.
You may withdraw or take away your permission to use and disclose your health information at any time.  You do this by sending written notice to the study doctor.  If you withdraw your permission, you will not be able to continue being in this study.

When you withdraw your permission, no new health information which might identify you will be gathered after that date.  Information that has already been gathered may still be used and given to others.  This would be done if it were necessary for the research to be reliable.

Is my health information protected after it has been given to others?

If you give permission to give your identifiable health information to a person or business, the information may no longer be protected.  There is a risk that your information will be released to others without your permission.

COMPENSATION FOR INJURY
Sponsor Responsibility:
[EXAMPLE:  If you are injured or become ill as a result of participation in this study, contact the study doctor immediately.  Emergency medical treatment will be provided by the study doctor.  Your insurance will be billed for such treatment.  The sponsor will pay any charges that your insurance does not cover.  No other compensation is routinely available from the study doctor or sponsor.]

[OR OTHER LANGUAGE SUPPLIED BY THE SPONSOR.  CHECK THIS LANGUAGE AGAINST THE LANGUAGE IN THE CLINICAL TRIALS AGREEMENT TO BE SURE THE PLANS MATCH.]
[If the research is sponsored, include language that addresses whether or not the sponsor(s) will provide compensation for research-related injuries.] 
· For sponsored research where the sponsor(s) will not pay for compensation to injured research participants or pay for medical treatment of research-related injuries, list the names of all sponsors after “UAB.”  

UAB (and The Children’s Hospital of Alabama (TCHA), if applicable) has/have not provided for any payment if you are harmed as a result of taking part in this study.  If such harm occurs, treatment will be provided.  However, this treatment will not be provided free of charge.
· For sponsored research where the sponsor(s) will pay participants for either compensation or treatment for research-related injuries, include the specific language provided by the sponsor(s) regarding injury compensation.
Sponsor Responsibility:

[include sponsor language]
UAB Responsibility:

UAB has not provided for any payment if you are harmed as a result of taking part in this study.  If such harm occurs, treatment will be provided.  However, this treatment will not be provided free of charge.
By signing this consent form, you will not give up any legal rights.
VOLUNTARY PARTICIPATION AND WITHDRAWAL
Your 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 for any of the following reasons:
· if it is in your best interest;

· [if the protocol lists specific reasons, insert the specific reasons for discontinuation listed in protocol]

· or for any other reason.

Please contact the study doctor at [insert phone number] if you decide to withdraw from the study.  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) and UAB are being paid by [the sponsor] to conduct this research. 
QUESTIONS
Contact 

 at 

 for any of the following reasons:
· if you have any questions concerning your participation in this study,  

· if at any time you feel you have experienced a research-related injury or a reaction to the study drug, or

· if you have questions, concerns or complaints about the research

If you have questions about your rights as a research participant or concerns or complaints about the research you may contact WIRB at:

Western Institutional Review Board® (WIRB®) 

3535 Seventh Avenue, SW

Olympia, Washington 98502

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

E-mail:  Help@wirb.com

WIRB will not be able to answer some study-specific questions, such as questions about appointment times.  However, you may contact WIRB if the research staff cannot be reached or if you wish to talk to someone other than the research staff.

Or

The Office of the Institutional Review Board for Human Use (OIRB) at the University of Alabama at Birmingham at (205) 934-3789 or 1-800-822-8816.  If calling the toll-free number, press the option for “all other calls” or for an operator/attendant and ask for extension 4-3789.  Regular hours for the UAB Office of the IRB are 8:00 a.m. to 5:00 p.m. CT, Monday through Friday.  You may also call this number in the event the research staff cannot be reached or you wish to talk to somebody else.

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 participate 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 [OR 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 [OR 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.  

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.

(if no subjects will be under 19 years of age, delete the section below)

ASSENT SIGNATURES, For Subjects Ages 12 through 18 years:

Assent:

This research study has been explained to me and I agree to be in this study.

Subject’s Signature for Assent
Date

Age (years)

I confirm that I have explained the study to the extent compatible with the subject’s understanding, and that the subject has agreed to be in the study.

Signature of Person Conducting Assent Discussion

Date
Page # of #								Participant Initials _____


(Date consent was created “version date”)
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