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Note:  This document contains only the language requirements for the institution.  It is not a complete template.
This institution has formatting requirements, such as page numbers – see footer

Use WIRB standard headings – plus

PROTOCOL NO.:
Sponsor protocol #

WIRB® Protocol #


Add Inst Tracking  # beginning with a “W”
PROCEDURES
Use WIRB protocol level template or submitted consent form
PLUS

If drug screening is part of the protocol, include a statement such as:

If you have used any illicit (street) drug(s) within [Insert appropriate time frame], we ask that you not participate in this project.
Where HIV testing is conducted, individuals whose test results are associated with personal identifiers must be informed of their own test results and provided the opportunity to receive appropriate counseling before and after the testing.

Where other protocol testing for reportable diseases is conducted, individuals will be informed of the results and told where to obtain counseling and referred to their primary care physician or the state health department.
If research-only imaging studies are part of the protocol, address whether or not the images will be read for incidental findings. If the images will not be read for incidental findings, include the following:
INCIDENTAL FINDINGS [The site will include this language if the protocol is performing research only imaging]
We are performing imaging solely for the research purposes described above. It is not a clinical scan intended for diagnostic or therapeutic purposes. Under no circumstance will the investigator, research staff, or imaging staff interpret the scan as normal or abnormal. They are unable to make any medical comments about your scan. The scan will not be looked at or read for any healthcare treatment or diagnostic purpose. If you want your scan to be reviewed by a physician so that the physician can look for medical issues, you can request a copy of your scan. We will provide an electronic copy at no charge.
RISKS AND DISCOMFORTS

Use WIRB protocol level template or submitted consent form – plus

Pregnancy discussion - will list specific acceptable methods of contraception if appropriate to the protocol. 
Randomization Risks

If the protocol involves randomization, include a paragraph on risks of randomization.  Ensure the risks of all study arms are described in detail in this section, even if the procedures in those arms would be standard of care if the participant was not in the study. 

An example paragraph is below; however, you should revise as applicable to this study:
You will be assigned to a group by chance which may prove to be less effective or to have more side effects than the other study group(s) or alternatives.

NEW FINDINGS
You will be told by your doctor or the study staff if new information becomes available that might affect your choice to stay in the study.
COSTS

Use WIRB protocol level template or submitted consent form - plus
If participants may be enrolled in Medicare Advantage and will have study related services billed to their Medicare Advantage insurance, include the following statement – Check Institution Review Form - WIRB sent by institution, if checked ‘no’ in letter do not include this text:  

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.
Category B Medical Devices:  If a Category B medical device is used in the study, include the following statement:

Your insurance company may or may not pay for the device(s) used in this study.  Blue Cross Blue Shield of Alabama will not pay for Category B medical devices.  Other insurance companies may also decline to cover these types of devices.  Therefore, it is very important that you provide your current health insurance information to UAB and that you check with your insurance company about the costs of participation.
AUTHORIZATION TO USE AND DISCLOSE INFORMATION FOR RESEARCH PURPOSES   

HIPAA is required to be embedded in the body of the consent form.  The sections of the Authorization are mandatory, but, the wording for each section is flexible and should reflect the facts of each study, except for the gray shaded sections
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

[board presenters to select additional from below as appropriate]

· Information obtained during this research about

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

If any part of this study takes place at [select one] 

[UAB only] University of Alabama Hospital 
[Children’s only] Children’s of Alabama

[UAB and Children’s] University of Alabama Hospital and Children’s of Alabama,
this consent form will be placed in your file at that facility.  The document will become part of your medical record chart. [Only include this paragraph if applicable, due to one of the named sites being used.]
Clinical Trials:  Include the following language for all clinical trials:

Your medical record will indicate that you are on a clinical trial and will provide the name and contact information for the principal investigator.
Clinical Trial Registry Databank: For clinical trials that are or will be registered  with ClinicalTrials.gov, include the following statement: 

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. 

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” also includes [insert CRO name, an agent for the sponsor.  If is 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 - The 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, Children’s of Alabama, Eye Foundation Hospital and the Jefferson County Department of 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 Eye Foundation) or Children’s of Alabama, also include the language below, as applicable.]
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.

Reportable Diseases/Conditions: Only if the investigator will be testing for any reportable diseases/conditions, include a statement specifying what reportable diseases/conditions are being tested and that positive results will be reported to the county or state health department.

Screening for Drugs, Observations of Abusive Behavior: Only if the investigator will conduct drug screening or inquire about abusive behavior (e.g., child or elder abuse or neglect, or harm to self) as part of the protocol, include the following statement:

Information obtained during the course of the study which, in the opinion of the investigator(s), suggests that you may be at significant risk of harm to yourself or others will be reportable to a third party in the interest of protecting the rights and welfare of those at potential risk.
Genetic Research: Only if the research involves genetic testing, describe the protections provided to the participant under GINA. For questions regarding GINA, see the IRB Guidebook. The following may be used for the description:

A 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 or 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.

Be aware that this federal law does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance, nor does it protect you against genetic discrimination by all employers.
MSO Billing Compliance Language: 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 Children’s of Alabama, include the language below, as applicable.
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 

[Children’s only] Children’s of Alabama and its billing agents 

[UAB and Children’s] UAB and UAB Health System affiliated entities, along with Children’s of Alabama and its billing agents 

so that claims for clinical services can be appropriately paid for by either the study account or by the patient/patient’s insurance.
The information from the research may be published in scientific journals or presented at medical meetings, but your identity will not be given out.

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.  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
The following language replaces sponsor language.  Do not modify this language or add additional language to this section.
You will not have to pay for the cost of immediate medical care provided at UAB to treat an injury that has been determined by UAB, with sponsor input, to be a direct result of the tests or treatments that are done for this research.  There are no plans for UAB or the Sponsor to pay for the costs of any additional care. There are no plans for UAB or the Sponsor to give you money for the injury. 

VOLUNTARY PARTICIPATION AND WITHDRAWAL
Use WIRB protocol level template or submitted consent form – plus

If applicable, include anticipated circumstances under which the PI without regard to the participant’s consent may terminate the participant’s involvement (an example paragraph is below; however you should revise as applicable to the study)

You may be removed from the study without your consent if the sponsor ends the study, if the study drug is approved by the FDA, if the study doctor decides it is not in the best interest of your health, or if you are not following the study rules.

If students or employees of UAB may participate in the study, the IRB recommends using the following language in the consent form:

If you are a UAB student or employee, taking part in this research is not a part of your UAB class work or duties.  You can refuse to enroll, or withdraw after enrolling at any time before the study is over, with no effect on your class standing, grades, or job at UAB. You will not be offered or receive any special consideration if you take part in this research.

SOURCE OF FUNDING FOR THE STUDY
The following statement replaces any other statement:

The study doctor (investigator) and/or UAB is being paid by [sponsor name] to conduct this research.
QUESTIONS
Use WIRB protocol level template or submitted consent form - plus - to be included after WIRB contact information
You may also contact the Office of the Institutional Review Board for Human Use (OIRB) at the University of Alabama at Birmingham at (205) 934-3789 or Toll free at 1-855-860-3789.  Regular hours for the 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 someone else.
Include if appropriate per protocol, if specimens (e.g., blood, tissue) obtained for the research may be stored for research, but the research is not clearly defined in the protocol, place this section after Legal Rights and before Signatures. At a minimum, address the following points and include lines for participants to initial (do not use checkboxes):

· What kind of specimens will be collected and the means of collection.

· What type of research will be done with the specimens.

· Whether the specimens will be shared with other investigators

· Whether the specimens will be coded or anonymized (no way of tracing back to participant/uncoded or code destroyed).

· Whether the participant may be contacted for additional consent.

· How long, if known, the biological specimens will be stored. (Short- term: current protocol only or other current research; Long-term: future studies on disease or condition, repository, etc.).

· Foreseeable risks or benefits to participants in the collection, storage, and subsequent research use of specimens.

· What will be done with the biological specimens if the participant refuses permission.

· What will be done with the research results. (Research results should not be placed in the individual participant’s medical record.)

· Potential for commercial use of the subject’s specimen(s).

· How to withdraw consent for future use.
Only include this section if the protocol specifically notes that specimens will be stored for future use:

Storage of Specimens for Future Use

As part of this study, we would like to store some of the blood and urine specimens collected from you for future research on [disease]. The future research may be conducted by other researchers that obtain IRB approval for their research. The specimens will be labeled with a code that only [list specific investigator] can link back to you. 

Results of any future research will not be given to you or your doctor. The specimens obtained from you in this research may help in the development of a future commercial product. There are no plans to provide financial compensation to you should this occur.

You do not have to agree to allow your blood and urine specimens to be stored in order to be part of this study.

You may request at any time that your research samples be removed from storage and not be used for future research. If you decide you want your samples removed, you may contact [list specific investigator] at the University of Alabama at Birmingham at [list specific phone number]. Once the request is received, and if your samples have not already been used for other research, they will be destroyed. If you do not make such a request, your specimens will be stored indefinitely or until used.
Initial your choice below:

___ I agree to allow my samples to be kept and used for future research on [list specific disease]
___ I do not agree to allow my samples to be kept and used for future research.
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