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CONSENT FORM FOR SURROGATE DECISION-MAKERS

TITLE

Protocol #

Sponsor:

Investigator: [First, Last name], MD
Saint Luke’s Hospital

816-932-xxxxx

INTRODUCTION

As a relative or other individual who is making decisions on behalf of a person with [disease, condition, etc], you are being asked to approve his or her participation in a research study of an investigational [drug/device].  It is called _____________.  This research study will be conducted at Saint Luke’s Hospital with _________________ M.D. as the principal investigator.  Approximately _____ subjects will be enrolled at approximately ____ centers across the United States. Approximately ____ subjects will be enrolled at Saint Luke’s Hospital. 

The potential participant (the person for whom you are making decisions) does not have to participate in this research study.  Participating in research is different from getting standard health care.  The main purpose of research is to benefit future patients and society in general.  Participants might get personal benefit from being in this study, but you should understand that the purpose of research is to create new knowledge.  

BACKGROUND 

Provide enough background about the intervention being studied so that the decision-maker can understand the purpose of the study. Discuss standard care, how what is being studied differs from standard care, and why there is a need to explore something different from standard care.

Include in this section the FDA status of each drug, device, or biologic to be used. State what disease, etc. the drug is cleared/approved for AND if not cleared/approved for indication in this study – clearly state this, as well as any other deviations from the cleared/approved label.

PURPOSE

The purpose of this study is to determine _________
PROCEDURES

If the potential participant is eligible and you decide for them to participate in this study, their participation will last approximately _______________ . (State total time of participation, including any long-term follow-up.)  

-Describe randomization, if applicable.

-Describe all study procedures 

 -If there is standard care for the condition being studied, explain the difference between standard care and the procedures that will be used in the study.   

- State the time involved for visits

-State the amount of blood drawn, if applicable

If subjects will undergo tests for infectious diseases such as HIV/AIDS, hepatitis, tuberculosis, include language such as the following:

The potential participant will be tested for [ --- condition --- ].  If the results show that he or she has [condition], the results will be reported to health officials of the State of Kansas or Missouri, as required by law.  

RISKS

Describe any known discomforts or pain that could be expected from study procedures.

If there is a washout period, describe the risks of stopping the current treatment.
If applicable, discuss the risks of receiving placebo. 

List potential risks of each test article or study-related procedures.  

Describe the anticipated side effects of the study intervention.  Whenever such information is available, describe potential side effects in categories such as “common,”  “less common” and “rare” or “rare but serious.” 

Note any side effects that may have permanent consequences.

Note any risks that are potentially fatal.   

If applicable, discuss the risk that the test article may not be effective and the subject’s condition may worsen.
Radiation Risks [when applicable]:
When the research involves more radiation than standard medical care, consult with the Radiation Safety Office for appropriate risk statements.   
Pregnancy Related Risk: It is not known how the study drug will affect an unborn or nursing child. There may be risks to an unborn or nursing child that have not yet been identified.  Because the drug(s) in this research study may affect an unborn child, study participants should not become pregnant [or father a baby, if applicable] while on this research study. Study participants should not nurse a baby while on this research study. You must notify your study doctor immediately if the potential participant becomes pregnant [or if causes a pregnancy, if applicable.]  

Female participants who have not been surgically sterilized, or have not undergone menopause at least 1 year ago, must practice a method of birth control.  Examples of birth control include: birth control pills, implant, intrauterine device, (IUD), or a barrier method such as a diaphragm with intravaginal spermicide, cervical cap, male or female condom.

Possibility of Unknown Risks

There may be other risks that have not yet been identified and unexpected side effects that have not been previously observed may occur.

NEW FINDINGS STATEMENT

As the decision-maker for the study participant, you will be informed if any significant new findings develop during the course of the study that may affect your willingness for the individual to participate in this study.

BENEFITS

The study participant is unlikely to (or will not) benefit from participating in this study. _________________ (Participants may even be harmed if…. proves to be less effective than…). If the study drug is effective, and the participant is randomized to and receives the study drug, [When applicable]  he or she may benefit from participation ___________[explain potential benefits.]  It is hoped that additional information gained in this research study may be useful in the treatment of other patients with _________________ in the future.
ALTERNATIVES

The person for whom you are making decisions does not have to participate in this study.  Alternatives to participation include ___________________

If the drugs/devices used in the study are on the market state: The person may receive the study drug without participating in this study.

For therapeutic trials, discuss any alternatives to participation including surgery, palliative care, and not participating in the research.    
COSTS      

Financial responsibility for research related procedures and interventions should be clearly delineated, particularly in terms of those aspects of the study for which the patient or the patient’s third party payor will be responsible.  If there are no costs to the subject related to participation, this should be stated. 

Example 1

All study-related costs associated with participation in this study will be paid by the sponsor.  The sponsor will provide the participant with the study [drug/device], and all other costs of the study are free of charge.  

Example 2 (for research that includes standard of care treatment)

The participant will be receiving standard medical care as a part of this research study.  The participant or their insurance company will be required [or will not be required] to pay for the cost of the standard care.  Individual insurance or government health insurance programs may not cover certain services, items, or procedures related to this research study. You may want to discuss this with the participant’s insurance company before you authorize study participation.  

FINANCIAL DISCLOSURE

Saint Luke’s Hospital of Kansas City will receive payments from the sponsor, [ sponsor name ] for conducting this study. Payments will be used for research purposes only.  

PAYMENT TO SUBJECTS

Include total and amount per visit and when they are being paid (at end of study, after each visit)

If subjects are being paid add this statement

Saint Luke’s Hospital will be given the participant’s name, address, social security number, and the title of this study to allow the hospital to write checks for their study payments. Study payments are taxable income. A Form 1099 will be sent to the participant and to the Internal Revenue Service if study payments are $600 or more in a calendar year.  

IN THE EVENT OF INJURY

In the event of a serious side effect during this study, you should immediately contact _____________ at _______________. If it is after 5:00 p.m., a holiday or a weekend, you should call _____________. 

If any injury or illness should occur to participants as a direct result of being in this study, the sponsor of this study will provide medical treatment at no cost, if it is not covered by  the participant’s personal insurance.  Payment for lost wages, disability, or discomfort is not available.  The study participant does not give up any of rights by your signing this form.

CONFIDENTIALITY AND PRIVACY AUTHORIZATION

Study records that identify research participants will be kept confidential as required by law.  Researchers cannot guarantee absolute confidentiality. Efforts will be made to keep  the participant’s personal information confidential. If the results of this study are published or presented in public, information that identifies participants will be removed.

The privacy of health information is protected by a federal law known as the Health Insurance Portability and Accountability Act (HIPAA).  By signing this consent form, you are giving permission (“authorization”) for Saint Luke’s Hospital to use and share health information about the participant for purposes of this research study. If you decide not to sign the form, the person for whom you are making decisions cannot be in the study.  
To do this research, the research team needs to collect health information that identifies participants.  The information may include items such as name, address, phone, date of birth, social security number, or other identifiers.  The research team will collect information from study activities described in the Procedures section of this form and information from the medical record that relates to study participation.  The health information will be used at Saint Luke’s Hospital by Dr. __________, members of the research team, the Health Information Management Department of Saint Luke’s Hospital, the officials at Saint Luke’s Hospital who oversee research, including members of the Saint Luke’s Institutional Review Board and other committees and offices that review and monitor research studies.  

By signing this form, you are giving Dr. _______ and the research team permission to share information about the participant with persons or groups outside Saint Luke’s Hospital.  The information will be shared with representatives of ___________ (the sponsor of the study), the monitoring company that inspects study data, the laboratory that processes study lab samples [if applicable], other business partners of the sponsor who help with the study, ______Data Coordinating Center [if applicable], _________Data and Safety Monitoring Board [if applicable], the U.S. Food and Drug Administration (FDA) and similar agencies in foreign countries [if applicable], and U.S. agencies that oversee human research (if a study audit is performed).  These groups or entities may make copies of study records for audit purposes.  The purpose for using and sharing the information is to make sure the study is done properly and to evaluate the safety and effectiveness of the study drug [or device].  

Some of the persons or groups who receive the health information, including the sponsor, may not be required by law to protect it.  Once the information has been shared outside of Saint Luke’s Hospital, it might be disclosed by others and no longer protected by the federal privacy laws or this authorization.  

Your permission to use and share the participant’s health information will not expire unless you or the participant cancels it. Any research information that is placed in the medical record will be kept indefinitely.
During the study, participants will have access to any study information that is placed in their Saint Luke’s Hospital medical record.  However, some research-specific information is kept only by the researcher.  Access to all of the research-specific information may not be available until the end of the study.  

If applicable, include information in this section about any of the following:

· State-mandated reporting requirements for positive HIV, hepatitis and tuberculosis

· Mandatory reporting of child abuse or neglect

· Protections offered by a Certificate of Confidentiality and the limits of those protections. 

QUESTIONS

Before you sign this form, Dr.  _____    or [his/her] associates should answer your question(s) to your satisfaction.  If you have any more questions, concerns or complaints after signing this form, you may contact  ______or one of [his/her] associates at (816) 932-____  .  If you have any questions about the rights of research subjects, you may call (816)-932-3361 or write the Saint Luke’s Institutional Review Board at 4401 Wornall Rod, Kansas City, MO 64111.
SUBJECT RIGHTS AND WITHDRAWAL FROM THE STUDY

Participation in this study is voluntary. The choice not to participate or to quit at any time can be made by you or the participant without penalty or loss of benefits.  Deciding not to participate or quitting will have no effect upon the medical care or treatment that is received now or in the future at the Saint Luke’s Hospital.  The entire study may be discontinued for any reason without your consent by the investigator conducting the study, by the sponsor of the study, or the FDA [if applicable].  Participation can be discontinued by the investigator or by the sponsor if it is felt to be in the participant’s best interest or if the participant does not follow the study requirements.  Participants may be asked to return to the clinic for a final visit.

(If there are other anticipated circumstances under which the subject’s participation may be terminated without the subjects consent, describe them here.)

You have a right to change your mind about allowing the research team to have access to the participant’s health information.  If you or the participant want to cancel permission of the use of their health information, you or the participant should send a written request to Dr. ________ at insert Physicians address.
If permission to use the participant’s health information is cancelled, he or she will be withdrawn from the study.  The researchers and the sponsor may continue to use and share information that was gathered before your cancellation. They will stop collecting any additional information, unless they need information about a side effect of the study drug [or study device].  
Should the study be terminated prior to the completion, neither the sponsor, the investigator, nor Saint Luke’s Hospital will be under any obligation to provide the participant with any drug [or device] used in the study. A physician will decide upon further treatment after study termination, if indicated.
CONSENT

Dr._________ or their associates have given you information about this research study.  
They have explained what will be done and how long it will take.  They explained any inconvenience, discomfort or risks that may be experienced during this study.  If the participant becomes able to consent to research during the course of the study, the information in this form will be presented to them for their consent.  
On behalf of the person for whom you are making decisions, you freely and voluntarily consent to participate in this research study.  You have read and understand the information in this form and have had an opportunity to ask questions and have them answered.  You will be given a signed copy of the consent form to keep for your records.

As legal guardian or representative, I,  _____________________________________,  






       
Type/Print Name of Guardian/Representative

authorize the participation of  ___________________________  in this research study. 





    Type/Print Name of Participant

I understand that I may not authorize participation in this study if the individual has previously expressed wishes to the contrary, either orally or in writing.  

I am  (please initial one of the following categories):

________
Legal guardian or Durable Power of Attorney for Healthcare Decisions

_______ 
Adult or emancipated minor’s spouse (unless legally separated) 

_______ 
Adult child

_______ 
Parent of a child who has reached the age of majority for the state or local jurisdiction in which the research will be conducted

_______ 
Adult relative by blood or marriage

____________________________________


__________________

Signature of Legal Guardian/ Representative


Date

____________________________________




Print Name of Person Obtaining Consent




_____________________________________


___________________

Signature of Person Obtaining Consent



Date

If potential subjects are capable of providing assent, add an assent section with details specific to the study.  An example follows: 

ASSENT

I am being asked to be in a research study because I have Alzheimer’s disease.  The investigator and/or his assistants have explained the study to me and my caregiver.

If I decide to be part of this study, I will have XX visits at Saint Luke’s Hospital.  I will receive a study drug through my vein.  I will have some medical tests and answer questions that test my memory and thinking.  Blood will be taken several times by sticking a needle in my arm, and I will have to give several urine samples.  

My caregiver has read the consent form and has agreed for me to do this research study.  If I sign my name, I am saying that I want to be in the study.  I know that I don’t have to do it even if my caregiver has given their permission.  I know that I can stop being in this study even if I signed my name.  If I want to stop at any time, all I have to do is tell my caregiver, the study doctor, or his assistants.

____________________________________


Print Subject’s Name

____________________________________

________________

Signature of Subject




Date
