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INFORMED CONSENT AND AUTHORIZATION TO PARTICIPATE IN RESEARCH 
(SAMPLE Form ONLY)

All Items that are in blue font, bolded and italizied are instruction/guidance and must be removed when submitted to the IRB

Title of Study: 
Sponsor:


Principal Investigator:
Principal Investigator Address:

Principal Investigator Phone:

Principal Investigator Fax:



INTRODUCTION

[The introduction should simply and clearly state the aim(s) or objective(s) of the study. (e.g. “you are being invited to take part in a research study involving_____________.”).]

This is a clinical trial, a type of research study. Your study doctor will explain the clinical trial to you.   Clinical trials include only people who choose to take part. Please take your time to make your decision about taking part in this trial. You have also been told that you have the option not to participate. You may discuss your decision with your friends and family. You can also discuss it with your health care team.  If you have any questions, you can ask your study doctor for more explanation. 

This study is being carried out under the sponsorship of__________.

You are being asked to take part in this study because you have ____________.
WHY IS THIS STUDY BEING DONE?

 [Describe why the research study is being conducted.  Explain what is investigational in the study.  State where the study will be conducted, the name of the sponsor (if applicable).
HOW MANY PEOPLE WILL TAKE PART IN THE STUDY?

[State how many subjects will be enrolled nationally & locally]
About ____ people will take part in this study, with approximately ______ locally.

What will happen if I take part in this research study?  

[Include an invitation to participate.  Describe all the procedures to be carried out, including the number of times they will be done.  Indicate if a specific procedure or intervention is standard of care or is experimental]
[FOR INVESTIGATIONAL DEVICE STUDIES ONLY-insert a statement clarifying whether device will be retrieved if death occurs and clarify the need for an autopsy if death occurs and who is financially responsible]

[GENETIC TESTING]

If genetic testing is being performed as part of the research, please detail:

· The clinical significance of the results, if any (based on technology, etc., now vs. at a future point in time when new test may be available, etc.)

· What will ultimately happen to the samples (discarded at the conclusion of the study, banked, etc.  If banked – information about where samples will be banked, who is responsible, etc.).

· The potential risks associated with the testing, including risks to employability, insurability, learning upsetting information,                          etc.

· Any potential benefits (e.g., early diagnosis, no benefit, unknown benefit at this time).

· If the results will be shared with the subject and/or their personal physician.

· How to withdraw samples from analysis (now and in the future).

· Confidentiality measures.

· If applicable, information that the samples might be linked back to the subject if they are used in future research and are coded. 

· If samples will be banked, how they might be used in the future and for what purpose(s).
BEFORE YOU BEGIN THE STUDY:  

You will need to have the following exams, tests or procedures to find out if you can be part of the study. These exams, tests or procedures are part of regular care and may be done even if you do not join the study. If you have had some of them recently, they may not need to be repeated.  This will be up to your study doctor.  [List the exams, tests, or procedures, include the time the procedures may take]
DURING THE STUDY: 
If the exams, tests and procedures show that you can be in the study, and you choose to take part, then you will need the following tests and procedures. [List the exams, tests, or procedures, include the time the procedures may take]

If randomizing include the following: You will be "randomized" into one of the study groups described below. Randomization means that you are put into a group by chance. A computer program will place you in one of the study groups.  Neither you nor your doctor can choose the group you will be in.  You will have an equal chance of being placed in either group.

How long will I be in the study?
[State the expected duration of each subject’s participation and state the expected duration of the entire study (hours, days, weeks, months, years).  If subjects will be followed until death, so state]

Can I stop being in the study?

Yes.  You can decide to stop taking part in this research study at any time for any reason.  Taking part in this research study is totally your choice.  Tell the study doctor if you are thinking about stopping or decide to stop. He or she will tell you how to stop safely.  If you stop being in this research study, it will not affect how you are treated at University Medical Center of Southern Nevada.

It is important to tell the study doctor if you are thinking about stopping so any side effects risks from the study treatment can be evaluated by your doctor. Another reason to tell your doctor that you are thinking about stopping is to discuss what follow up care and testing could be most helpful for you.

The study doctor may stop you from taking part in this study at any time if he/she thinks it is best for you; if you do not follow the study rules; or if the study is stopped.

What side effects or risks can I expect from being in the study? 
[Describe any risks or discomforts (physical, psychological, financial, loss of confidentiality, etc.) to the subject/patient from the research procedures or the study, and any side effects that may reasonably be foreseen.]

You will have side effects while on the study. Everyone taking part in the study will be watched carefully for any side effects.  However, doctors don’t know all the side effects that may happen, some risks are currently unknown.  Side effects may be mild or very serious. Your health care team may give you medicines to help lessen side effects. Many side effects go away soon after you stop receiving protocol therapy.  In some cases, side effects can be serious because they can be long lasting, may never go away, may result in hospitalization, or may be life-threatening.  There is also a risk of death.
You should talk to your study doctor about any side effects that you have while taking part in the study.   
Blood drawing risks: There may be bruising, bleeding or inflammation at the sites where blood samples are taken. Care will be provided to avoid these complications.  

For more information about risks and side effects, please ask your study doctor.

Reproductive Risks

[For women of childbearing potential, include a warning statement of any risk to an embryo or fetus if the subject is or should become pregnant while in the study, and the need for a pregnancy test.  If there is risk to a nursing baby, please include a statement.  If birth control is required, please include a list of acceptable types of birth control.   For men, clarify if they should avoid fathering a child while in the study.]

[For men, the effect of the study drug on sperm is not known.  To protect against possible side effects, if you are a man you should not get a sexual partner pregnant while taking the study drug and for __________ days/weeks/months after the last dose.  You and the study doctor should agree on a method of birth control to use throughout the study.

If you will be taking the study drug home, keep it out of the reach of children or anyone else who may not be able to read or understand the label.  Do not let anyone else take the study drug besides you.
]

Are there benefits to taking part in the study?
[Describe any benefits to the subject that can reasonably be expected from participation in the study.  State if there are no direct benefits to the subject, and describe any benefits to a particular population of subjects/patients.]

Taking part in this study may or may not make your health better.  We do know that the information from this study will help doctors learn more about _____________.  The benefits of research using your samples include learning more about what causes _________, how to prevent them, how to treat them, and how to cure them.  We hope the information learned from this study will benefit other patients in the future.
What other choices do I have if I do not take part in this study?
 [If innovative therapy is being offered in the research, describe the alternative (standard) therapy available.  If appropriate, state that an alternative is to not participate in the research study.]

Your other choices may include:

· Getting treatment or care for your diagnosis without being in a study

· Taking part in another study

· Getting no treatment
Talk to your doctor about your choices before you decide if you will take part in this study.

HOW WILL YOU PROTECT MY PRIVATE INFORMATION THAT YOU CONLLECT IN THIS STUDY?

Universtiy Medical Center of Southern Nevada [and the study doctor if applicable] will keep any research records that it creates private to the extent that this is required to do so by law.  Whenever possible, a study number, rather than your name, will be used on study records.  Your name and other identifying information will not appear when we present or publish the study results.

Study records can be opened by court order.  They also may be provided in response to a subpoena or a request for the production of documents. 

What are the costs of taking part in this study?

[If there are costs to subjects related to being in the study, explain them and indicate who will be financially responsible (the subject, his/her insurance carrier, the sponsor, etc.).  Or state that there are no costs associated with participation.]

You and/or your health plan/ insurance company will need to pay for some or all of the costs of treating your diagnosis in this study, including the cost of ___________and managing the side effects of treatment. Some health plans will not pay these costs for people taking part in studies. Check with your health plan or insurance company to find out what they will pay for. You will be responsible for paying any deductibles, coinsurance, and co-payments as required under the terms of your insurance plan(s).
PAYMENT

[If subjects are to be paid for their participation, indicate the schedule of payment as well as the total amount to be paid and when and how the payments will be made.  If subjects will not be paid, so state.]

[Include a statement that the Principal Investigator will or will not receive any significant payments from the sponsor, such as a grant for ongoing research, compensation in the form of equipment, retainer for ongoing consultation or honoraria.]

You will not be paid for taking part in this study. The Principal Investigator will/will not receive payment from the sponsor to cover some but not all of the costs of the study. No funds or any other form of compensation has been set aside by University Medical Center of Southern Nevada for patients enrolled in research studies. 
What happens if I am injured because I took part in this study?

It is important that you tell your study doctor if you feel that you have been injured because of taking part in this study. You can tell the doctor or call the doctor at _______________.

Emergency medical treatment will be given to you if you are hurt or get sick as a direct result of being in this research study.  You or your insurance carriers are to pay for any such medical care.  Any needed medical care is available at the usual cost.  All needed facilities, emergency treatment, and professional services are available to you, just as they are to the general public.  There are or are not plans to pay for your treatment if you get hurt or sick as part of this study.  University Medical Center of Southern Nevada has not set aside any money to pay for a research-related injury or illness. 

What are my rights if I take part in this study?

Taking part in this study is your choice. You may choose either to take part or not to take part in the study.  If you decide to take part in this study, you may leave the study at any time.  No matter what decision you make, there will be no penalty to you and you will not lose any of your regular benefits.  Leaving the study will not affect your medical care. You can still get your medical care from our institution.   

We will tell you about new information or changes in the study that may affect your health or your willingness to continue in the study.

In the case of injury resulting from this study, you do not lose any of your legal rights to seek payment by signing this form.  
Authorization to Use and Disclose Protected Health Information

The privacy of your health information is important to us.  We call your health information that identifies you, your “protected health information” or “PHI.”  To protect your PHI, we will follow federal and state privacy laws, including the Health Insurance Portability and Accountability Act and regulations (HIPAA).  We refer to all of these laws as the “Privacy Rules.”  Here we let you know how we will use and disclose your PHI for the main
 study and for any optional studies in which you may choose to participate.

PHI that Will be Used/Disclosed:  

The PHI that we will use or share for the main research study includes:

· Medical information about you including your medical history and present/past medications.

· Results of exams, procedures and tests you have before and during the study.

· Laboratory test results.



Purposes for Which Your PHI Will be Used/Disclosed:

We will use and share your PHI for the conduct and oversight of the research study
.  We will use and share your PHI to provide you with study related treatment and for payment for such treatment.  We will also use and share your PHI to conduct normal business operations.  We may share your PHI with other people and places that help us conduct or carry out the study, such as laboratories, data management centers, data monitors, contract research organizations, Institutional Review Boards (IRBs)and other study sites. If you leave the study, we may use your PHI to determine your health, vital status or contact information. We will use and disclose your PHI for the administration and payment of any costs relating to subject injury from the study.
  [ADD ANY PURPOSES FOR WHICH PHI WILL BE USED/DISCLOSED]

Use and Disclosure of Your Information That is Required by Law:  

We will use and disclose your PHI when we are required to do so by law. This includes laws that require us to report child abuse or abuse of elderly or disabled adults. We will also comply with legal requests or orders that require us to disclose your PHI. These include subpoenas or court orders.  



Authorization to Use PHI is Required to Participate:

By signing this form, you give us permission to use and share your PHI as described in this document. You do not have to sign this form to authorize the use and disclosure of your PHI.  If you do not sign this form, then you may not participate in the research study or receive research-related treatment.  You may still receive non-research related treatment.  

People Who will Use/Disclose Your PHI:

The following people and groups will use and disclose your PHI in connection with the research study:

· The Principal Investigator and the research staff will use and disclose your PHI to conduct the study and give you study related treatment.

· [Enter name of entity] may use and disclose your PHI to get payment for study related treatment and to run normal business operations. 

· The Principal Investigator and research staff will share your PHI with other people and groups to help conduct the study or to provide oversight for the study.

·  __________ 
is the Sponsor of the study.  The Sponsor may use and disclose your PHI to make sure the research is done correctly and to collect and analyze the results of the research.  The Sponsor may disclose your PHI to other people and groups like study monitors to help conduct the study or to provide oversight for the study.  

· The research team and the Sponsor may use and disclose your PHI, including disclosure to insurance carriers to administer payment for subject injury
. 

· [ADD ANY OTHERS]
. 

· The following people and groups will use your PHI to make sure the research is done correctly and safely:

· [Enter the name of entity conducting the research study] offices that are part of the Human Research Participant Protection Program and those that are involved in study administration and billing.  These include [List all adminstrative offices, if any, of the entity conducting the research]. 

· Government agencies that regulate the research including:  [Office for Human Research Protections; Food and Drug Administration; Veterans Administration].

· Public health agencies.

· Research monitors and reviewer.

· Accreditation agencies.

· [ADD ANY OTHERS].

Expiration of Your Authorization

Your PHI will be used until this research study ends.

Revoking Your Authorization

If you sign this form, at any time later you may revoke (take back) your permission to use your information.  If you want to do this, you must contact the study team at
:
At that point, the researchers would not collect any more of your PHI.  But they may use or disclose the information you already gave them so they can follow the law, protect your safety, or make sure that the study was done properly and the data is correct.  If you revoke your authorization you will not be able to stay in the main
 study. 

Other Items You Should Know about Your Privacy

Not all people and entities are covered by the Privacy Rules.  HIPAA only applies to health care providers, health care payers, and health care clearinghouses.  If we disclose your information to people who are not covered by the Privacy Rules, including HIPAA, then your information won’t be protected by the Privacy Rules.  People who do not have to follow the Privacy rules can use or disclose your information with others without your permission if they are allowed to do so by the laws that cover them.  The Sponsor, and people and companies working with the Sponsor on this study are not covered by the Privacy Rules.  They will only use and disclose your information as described in this Consent and Authorization. 

To maintain the integrity of this research study, you generally will not have access to your PHI related to this research until the study is complete.  When the study ends, and at your request, you generally will have access to your PHI that we maintain in a designated record set.  A designated record set is data that includes medical information or billing records that your health care providers use to make decisions about you. If it is necessary for your health care, your health information will be provided to your doctor. 

We may remove identifying information from your PHI.  Once we do this, the remaining information will not be subject to the Privacy Rules.  Information without identifiers may be used or disclosed with other people or organizations for purposes besides this study.

Please print your name and sign below if you agree to be in this study. By signing this consent and authorization form, you will not give up any of your legal rights. We will give you a copy of the signed 
consent to keep.
Who can answer my questions about the study?
[Include the name and phone number of the Principal Investigator.  Include other members of the research team (Co-Investigators, etc.) whom the subject may contact if he/she should have any problems or questions about the study.  (Include both daytime and after-hours numbers.]
You can talk to your study doctor about any questions or concerns you have about this study.  Contact your study doctor at ____________. 

For questions about your rights as a research participant, contact the UMC Institutional Review Board (which is a group of people who review the research to protect your rights) at 702-383-7336. If you have any questions or concerns that you feel you would like to discuss with someone who is not on the research team, you may also call the Patient Advocate at 702-383-2000.

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

PARTICIPANT’S STATEMENT

I have been given a copy of all ____ pages of this form.  You will be given a copy of the signed form.  You should keep your copy for your records.  It has information, including important names and telephone numbers, to which you may wish to refer in the future.

I have read it or it has been read to me.  I have discussed it with Dr. ____________ or his/her representative the procedures described above.  I have been given the opportunity to ask questions, which have been answered to my satisfaction.  I understand that any questions that I might have will be answered verbally or, if I prefer, with a written statement.  I agree to take part in this study.

If I have any questions concerning my rights as a research subject in this study, I may contact the:

University Medical Center of Southern Nevada
IRB Coordinator
1800 W. Charleston Boulevard
Las Vegas, NV 89102
Phone: (702) 383-7336
Fax: (702) 383-2479
Email: UMCIRB@umcsn.com 
Consent and Authorization

Consent and HIPAA Authorization for Optional Study/Studies:  

Please initial below if you opt to participate in, and let your PHI be used and disclosed as described for, the sub-study (or sub-studies) below:

____________Initials   

Please print your name and sign below if you agree to be in this study. By signing this consent and authorization form, you will not give up any of your legal rights. We will give you a copy of the signed 
consent to keep.
This research study has been reviewed and approved by the IRB of University Medical Center of Southern Nevada.  

____________________________________________



Participant’s Printed Name
____________________________________________ 


__________________________

Participant’s Signature 






Date
____________________________________________


__________________________
I have fully explained to ________________________________ the nature and purpose of the above-described study and the risks that are involved in its performance.  I have answered all questions to the best of my ability.

____________________________________________


__________________________




Principal Investigator or Representative’s Signature



Date

� If study procedures may have reproductive risks, please modify and include this language as appropriate.


�Use the term “main” if there is a main study and optional sub-studies.  Delete the word “main” if there is only a single, main study.


�Include this text if there are optional studies in which the subject may choose to participate. 


�Delete any inapplicable descriptions and add descriptions of any additional PHI that will be collected. 


�If this is a repository/database study only, then replace with “for the conduct and oversight of this repository [or other term], and of future studies that are covered by this consent and authorization.


�Include this language if the sponsor will be paying for all, or any part of, costs relating to subject injury. 


�Delete this section if there is a certificate of confidentiality.


�Insert text as necessary.


�Insert Sponsor’s name.


�Include this language if sponsor has agreed to pay for all or any portion of subject injury. 


�Add any other persons or entities who will have access to the PHI and the purpose of their access. 


�Delete those that are not applicable; add others if needed.


�Add any other persons or entities who will have access to the PHI for safety or oversight purposes, including other IRBs which may have access to PHI


�Insert contact information.


�Delete this word if there are no optional studies.


�Add this text if the sponsor is a pharma company or device manufacturer that is not covered by HIPAA. 


�Only required if study is under GCP.


�Please make sure that all signature lines appear on one page (i.e. do not break across two pages).


�***Include this section only if there are option sub-study(ies)*** 





Add multiple initial lines if there are multiple optional sub-studies.


�Only required if study is under GCP.
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