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INTRODUCTION

[Drug Company] the maker of [drug name] is funding the Franciscan Health System and the Investigators to conduct this study. 

This study goes through a review process by an Institutional Review Board, which is an ethics committee charged by the US Department of Health and Human services to ensure that the rights of human subjects are protected. This study has been reviewed and approved by the Medical Research Evaluation Committee (MREC), the Institutional Review Board at this study site. However, this approval should have no impact on your decision to participate. It is solely up to you, the participant, to determine whether or not you would like to be a part of the research study.

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
Number of subjects and sites, which are participating in the study:
PARTICIPATION/WITHDRAWAL

Your participation in this study is voluntary. You may refuse to participate and you may withdraw from the study at any time without penalty or loss of benefits to which you are otherwise entitled. If you choose to withdraw from the study, you should contact your study doctor to let him/her know. You will be asked to state your reason for withdrawal and to have any procedures or examinations that your doctor feels are in your best interest. 

You are free to ask whatever questions you have at any time during the study. By signing this consent form you do not waive any of your legal rights nor release anyone from liability for negligence.

As your participation in this study is entirely voluntary, your refusal to participate in this study would result in no penalty or loss of medical care for which you are otherwise entitled. You are free to withdraw from the study at any time without any prejudice, penalty, or loss of benefit to which you are otherwise entitled.

The Investigator or [Drug Company Sponsors name] may decide to withdraw you from the study due to medical or other reasons without your consent.

DISPOSITION OF BLOOD SAMPLES
Your blood samples will be destroyed after the study testing is completed. Your blood will not be used for further research.

Genetic Information Nondiscrimination Act (GINA) for Genetic or Biologic Information (Only when genetic or biologic samples are requested/required in the consent form)
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 or premiums. 
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. 

RISKS/DISCOMFORTS/PRECAUTIONS

As with any investigational drug, there is also a possibility of unknown side effects.

            CAUTIONS/RISKS TO FEMALES OF CHILDBEARING POTENTIAL AND THE UNBORN FETUS

            This drug may interfere with a pregnancy, therefore, it is important you must not be pregnant or do not become pregnant during the course of this study. [Drug name] has not been tested in pregnant women or children; the risk to an unborn baby and to children born to mothers exposed to the drug is unknown at this time. As a result, women should not participate in this study if they are pregnant, breast-feeding, or actively trying to become pregnant. A pregnancy test to rule out pregnancy will be performed if you are of childbearing potential.


If you are a woman of childbearing potential, by signing this consent form you agree that:

a) You have given the study doctor your complete menstrual and pregnancy prevention

                  history.

            b)  You are not currently pregnant.

c) You must agree to use an effective method to prevent pregnancy during your

                  participation in this study and until you have had a normal menstrual cycle following

                  completion of the study.

If you suspect that you have become pregnant after taking the study medication and before having a normal menstrual cycle, you need to notify the investigator. The investigator will withdraw you from the study. The progress of your pregnancy and birth of your child will be followed.


CAUTION TO MALES

If you are a man with the ability to make a woman pregnant, you must agree to use an effective method to prevent pregnancy during your participation in this study.

            BENEFITS 

            A description of any benefits to the subject or to others, which may reasonably be expected from the research.

            NEW FINDINGS

Your doctor will tell you about any significant findings that are discovered during this study that may affect your health or your decision to participate in this study. 

If, during the course of this research study, significant new information becomes available which may affect your health or your willingness to continue to participate, your doctor and/or his/her associates will provide this information to you. 

ROUTINE MEDICAL CARE

Your doctor will be giving you the same medical care, as you would receive if you did not participate in this study. The study drug and other research related care will be given in addition to all routine medical care. 

ALTERNATIVE THERAPY

Alternative procedures or courses of treatment, if any, that might be advantageous to the subject.

FINANCIAL CONSIDERATIONS

Any additional costs to the subject that may result from participation in the research.

The study material and any expense for the extra laboratory tests or physician visits required for the study will be provided at no charge to you. 

During the course of this study, any injury that shall occur to you as a direct result of the proper administration of [drug name, drug company name] agrees to provide you with appropriate medical treatment beyond that covered by your medical or hospital insurance, or from a third party or governmental programs providing such coverage at no cost to you; these expenses will be provided only if you have followed the directions of the study doctor.

The study doctor, Research Staff, and the Franciscan Health System are not able to offer any financial compensation for you or for your medical treatment required by complications arising from the investigation.  By signing this document you do not give up any of your legal rights which you may have in the case of negligence or other legal fault of anyone who is involved with the study.

The costs connected with these tests and exams will be charged to you or your insurance company and you will need to assume responsibility for these costs.

SUBJECT COMPENSATION

You will receive compensation of up to $______to assist you with time and travel expenses. If you do not complete the study, the amount you receive will be pro-rated for each of the completed following visits: Screening ____, _____, _____, and _______. You will receive payment upon completion of your participation in the study.
APPROVAL TO USE AND DISCLOSE HEALTH INFORMATION

Under the Health Information Portability and Accountability Act (HIPAA), 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 permission to use or give out any health information that might identify you.
Volunteering to participate in this study means that your health information that relates to this study may be collected, used and disclosed to carry out the study.  This includes health information about you that was collected prior to, and in the course of the study.  Information may be collected from you by interviews or from your medical records.  Examples of the health information that may be collected include, but are not limited to, personal information (such as name, address, gender, age, etc.), your medical history, the results of physical exams, blood tests, x-rays and other diagnostic and medical procedures.

By signing this consent form, you are authorizing the research team to have access to your study-related health information.  The research team includes the investigators listed on this consent form and other personnel involved in this specific study at Franciscan Health System.  Your health information will be used only for the study purpose(s) described in this research consent form.

Your health information will be shared, as necessary, with the Medical Research Evaluation Committee (MREC), and with any other person or agency as required by law.  You are also allowing the research team to share your health information with other people or groups specified below. 

The information gathered for this study may be collected by people hired to collect subject data, and released to the drug manufacturer / sponsor of the study.  If necessary, representatives from the drug manufacturer / sponsor of the study or their agent, and the US Food and Drug Administration (FDA), will have access to review and copy your study related health information and medical records to verify the information collected.  The information from this study may be published in scientific journals or presented at scientific meetings, but your identity will be kept strictly confidential.

Federal and state laws require care providers to protect the privacy of your health information.  After your health information is released to the drug manufacturer / sponsor of the study and the people hired to collect the data for the study, federal and state laws may no longer protect the privacy of your health information.  However, these persons or groups are obligated by contract to protect your health information. 

By signing this study consent, you are authorizing the research team to use and disclose your study-related health information until the end of the research study.  The study records will be confidentially shredded for your security when storage is no longer required.

You may withdraw your approval to use and share your study related health information at any time by contacting the Principal Investigator in writing.  If you withdraw this approval, you may no longer participate in this study.  The study related health information that has already been collected may still be used to preserve the integrity of the study, including a disclosure to account for your withdrawal from the study.  However, the use or sharing of future health information will be stopped. 

MEDICAL CARE FOR INJURY RELATED TO THIS STUDY

If you suffer any medical problem as a result of this study, you are to immediately contact your study doctor, Dr. [Name at pager or phone #] or the on call Research Nurse at pager (253) 305-1794. 

If you are unable to get in contact with the Research Staff or have a life threatening emergency, then you should be taken to the nearest emergency room and advise the attending physician that you are participating in a research study. Be prepared to give the attending physician the name of your study doctor.

Every effort will be made by your study doctor and [drug company name] to prevent any injury that could result from this study.

QUESTIONS - WHO TO CONTACT

If you have any questions about this study at any time, contact Dr. [name at pager or phone #] or the Research Coordinator at pager (253) 305-1794.

If you have any questions regarding this research program or your rights as a research subject, you should contact the Medical Research Evaluation Committee (MREC) Office (253) 426-6257 or the Franciscan Health System Risk Management department at (253) 426-6671. The MREC is an independent committee established to help protect the rights of research subjects. A copy of the "Research Subject's Bill of Rights" is included at the end of this consent form.

AUTHORIZATION AND SIGNATURE

BEFORE YOU SIGN THIS FORM, PLEASE ASK ANY QUESTIONS ON THE ASPECTS OF THIS STUDY, WHICH ARE NOT CLEAR TO YOU.  WE WILL ATTEMPT TO ANSWER FULLY ANY QUESTIONS YOU MAY HAVE PRIOR TO, DURING, OR FOLLOWING THIS STUDY.

Your signature below means that you have read this consent form and that you understand the contents of this form and that all your questions concerning study procedures, possible risks and benefits of this study, alternative therapies, and confidentiality of your health information have been answered and you voluntarily agree to participate in this study. You will be given a signed and dated copy of this consent form to take home.

_______________________________________

Name of Subject (PLEASE PRINT)

_______________________________________                  ________________________

Signature of subject or legal authorized                                  Date and Time

Representative, if appropriate

_______________________________________            

Relationship to study subject if consent is given              

by a legally authorized representative

I confirm that I have personally explained the nature, purpose, duration, and foreseeable effects and risks of the study to the subject named above and/or the person legally authorized to provide consent for the subject. I confirm that no research related tests or procedures have been conducted prior to obtaining consent.

_______________________________________
             _______________________

Signature of the Person Consenting Subject

             Date and Time

The investigator's signature represents his/her acknowledgment of the completed consent document for the above subject; the investigator's signature does not necessarily represent that the investigator was present during the consent process.

_______________________________________
             _______________________

Investigator Signature




             Date and Time

_______________________________________              ___________________________

Witness (if appropriate)                                                           Date and Time

RESEARCH SUBJECT’S BILL OF RIGHTS
As a subject in a research study, you are entitled to:

symbol 183 \f "Symbol" \s 10 \h
Be told what the study is trying to find out.

symbol 183 \f "Symbol" \s 10 \h
Be told what will happen to you and whether any procedures, drugs, or devices differ from what would be used in the standard practice.

symbol 183 \f "Symbol" \s 10 \h
Be told about the frequent and /or important risks, side effects, or discomforts of the things that will happen to you for research purposes.

symbol 183 \f "Symbol" \s 10 \h
Be told if you can expect any benefit from participating, and, if so, what the benefit might be.

symbol 183 \f "Symbol" \s 10 \h
Be told about other choices you have and how they may be better or worse than being in the study. 

symbol 183 \f "Symbol" \s 10 \h
Be allowed to ask questions concerning the study, both before agreeing to be involved and during the course of the study. 

symbol 183 \f "Symbol" \s 10 \h
Be told of what sort of medical treatment is available if any complications arise.

symbol 183 \f "Symbol" \s 10 \h
Refuse to participate at all or to change your mind about participating after the study is started. This decision will not affect your right to receive the care you would receive if you were not in the study. 

symbol 183 \f "Symbol" \s 10 \h
Receive a copy of the consent form.

symbol 183 \f "Symbol" \s 10 \h
Be free of pressure when considering whether you wish to agree to be in the study.
The rights, safety, and well being of the study subjects are the most important considerations and should prevail over the interests of science and society. Before a study is initiated, foreseeable risks and inconveniences should be weighed against the anticipated benefit for the individual study subject and society. A study should be initiated and continued only if the anticipated benefits justify the risks.  Each individual involved in conducting a study should be qualified by education, training, and experience to perform his or her respective tasks.  Systems with procedures that assure the quality of every aspect of the study should be implemented.

For further information regarding subject rights, contact the Franciscan Health System Risk Management Department at (253) 426-6671.

[image: image1][image: image2][image: image3]
