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	TITLE:  
	[Title from protocol]


This consent form contains important information to help you decide whether to participate in a research study.

The study staff will explain this study to you.  Ask questions about anything that is not clear at any time.  You may take home an unsigned copy of this consent form to think about and discuss with family or friends.  

· Being in a study is voluntary – your choice.

· If you join this study, you can still stop at any time.

· No one can promise that a study will help you.

· Do not join this study unless all of your questions are answered.

After reading and discussing the information in this consent form you should know:

· Why this research study is being done;

· What will happen during the study;

· Any possible benefits to you;

· The possible risks to you;

· Other options you could choose instead of being in this study; 

· How your personal health information will be treated during the study and after the study is over;

· Whether being in this study could involve any cost to you; and

· What to do if you have problems or questions about this study.

Please read this consent form carefully.

RESEARCH SUBJECT INFORMATION AND CONSENT FORM

TITLE:

PROTOCOL NO.:

WIRB® Protocol #

PRO# XXXXXXXX
SPONSOR:

INVESTIGATOR:

SITE(S):

STUDY-RELATED

PHONE NUMBER(S):


SUB-

INVESTIGATOR(S):

STUDY-

COORDINATOR(S):

PURPOSE OF THE STUDY

[In simple language, explain the following:

· Why the research is being done

· What the experimental components are

· Duration of the study]

PROCEDURES

[In simple language and in a simple bullet format, explain the following:

· The tests and procedures that will be done

· Which procedures/drugs are standard care and which are for research purposes only

· Whether a placebo or sham procedure will be involved

· The chances of being assigned to various study arms

· The method of assignment (random, etc.)]

RISKS AND DISCOMFORTS 

[In simple language and in a simple bullet format (whenever possible), explain the possible risks and discomforts:

Start with the side effects for the experimental drugs, devices or procedures.  List, for example:

· most common 

· less common

· rare]

[Follow with risks and side effects for all drugs, devices or procedures used in the study.]

[Include any risks relative to pregnancy for both men and women.  For example:]

[Or other pregnancy language supplied by sponsor—rewrite, if necessary, to simplify]
[Add Genetic Testing Text, As Appropriate – See additional language under separate document files]
NEW INFORMATION 
For Example:  If there are significant new findings during the course of the study, you will be notified.

BENEFITS

[In simple language indicate the possible benefit for both the subject and future patients.]  

COSTS

[In simple language state:

· What will be billed to the subject or to their insurance  

· Who pays if insurance does not (do not use exculpatory language)

· List other costs as necessary]

PAYMENT FOR PARTICIPATION  
[Include this section only if subjects will be paid or if the sponsor requires subjects to be told that they will not be paid.]
Payments that you receive from MUSC for participating in a research study are considered taxable income per IRS regulations.  Payment types may include, but are not limited to: checks, cash, gift certificates/cards, personal property, and other items of value.  If the total amount of payment you receive from MUSC reaches or exceeds $600.00 in a calendar year, you will be issued a Form1099.
ALTERNATIVE TREATMENT 

[Describe all appropriate alternative procedures or courses, if any, of treatment that might be advantageous to the subject.  To enable a rational choice to participate in the research study, subjects should be aware of the full range of options available to them.  The person obtaining the subject’s consent should be able to discuss available alternatives include side effects of these alternatives and answer questions that the subject may raise about them.]
CONFIDENTIALITY
[For Adult Participants:]

Results of this research will be used for the purposes described in this study.  This information may be published, but you will not be identified.  Information that is obtained concerning this research that can be identified with you will remain confidential to the extent possible within State and Federal law. The sponsor and the Food and Drug Administration (FDA) will receive copies of the research records. The investigators associated with this study, employees of the sponsor, the FDA, MUSC, and the Western Institutional Review Board will have access to identifying information.   All records in South Carolina are subject to subpoena by a court of law.

[For Children:]

Results of this research will be used for the purposes described in this study.  This information may be published, but your child will not be identified.  Information that is obtained concerning this research that can be identified with your child will remain confidential to the extent possible within State and Federal law.  The sponsor and the Food and Drug Administration (FDA) will receive copies of the research records. The investigators associated with this study, employees of the sponsor, the FDA, MUSC, and Western Institutional Review Board will have access to identifying information.  All records in South Carolina are subject to subpoena by a court of law.

COMPENSATION FOR INJURY

MUSC:
[For Adult Participants:]

In the event of a study related injury, you should immediately go to the emergency room of the Medical University Hospital, or in case of an emergency go to the nearest hospital, and tell the physician on call that you are in a research study.  Ask that physician to call your study doctor who will make arrangements for your treatment.  If the study sponsor does not pay for your treatment, the Medical University Hospital and the physicians who render treatment to you will bill your insurance company.  If your insurance company denies coverage or insurance is not available, you will be billed for payment for all services rendered to you.
[For Children:]

In the event that your child is injured as a result of participation in this study, you should immediately take your child to the emergency room of the Medical University Hospital, or in case of an emergency go to the nearest hospital, and tell the physician on call that your child is in a research study.  Ask that physician to call your child’s study doctor who will make arrangements for your child’s treatment.  If the study sponsor does not pay for your child’s treatment, the Medical University Hospital and the physicians who render treatment to your child will bill your insurance company.  If your insurance company denies coverage or insurance is not available, you will be billed for payment for all services rendered to your child.

Sponsor:  
Sponsor agrees to reimburse MUSC for the costs of reasonable and necessary medical treatment of any illness or injury sustained by a study participant as a result of the administration of the study drug or device or the clinical investigation plan.  Sponsor only plans to pay such reimbursement if:

· the cost of the medical care provided is not covered;

· or is not reasonably expected to be covered by the participant’s medical insurance or other governmental payer; 
· the study drug or device was administered in accordance with the protocol; 
· and the injury is not caused by any negligence or misconduct of another party.
Your health insurance company may not pay for treatment of injuries as a result of your participation in this study.
VOLUNTARY PARTICIPATION AND WITHDRAWAL

[For Adult Participants:]

Your participation in this study is voluntary.  You may refuse to take part in or stop taking part in this study at any time.  You should call the investigator in charge of this study if you decide to do this.  Your decision not to take part in the study will not affect your current or future medical care or any benefits to which you are entitled.

The investigators and/or the sponsor may stop your participation in this study at any time if they decide it is in your best interest. They may also do this if you do not follow the investigator’s instructions.

[For Children:]

Your child’s participation in this study is voluntary.  You or your child may refuse to take part in or stop taking part in this study at any time.  You should call the investigator in charge of this study if you or your child decides to do this.  You or your child’s decision not to take part in the study will not affect your child’s current or future medical care or any benefits to which your child is entitled.

The investigators and/or the sponsor may stop your child’s participation in this study at any time if they decide it is in your child’s best interest. They may also do this if your child does not follow the investigator’s instructions.  
[Include as appropriate:  

STUDENT PARTICIPATION: Your decision to not participate in this study or to withdraw from the study will not affect your grades or any other part of your education at the Medical University of South Carolina.
EMPLOYEE PARTICIPATION: Your decision to not participate in this study or to withdraw from the study will not affect your employment by the Medical University of South Carolina in any manner.]
SOURCE OF FUNDING FOR THE STUDY

[For Example:  The Study Doctor and MUSC will receive funds from the sponsor [name] to conduct this research study. (Or other wording, as appropriate)].
QUESTIONS

Contact 
[name]
 at 
[number(s)]
 for any of the following reasons:
· if you have any questions about this study or your part in it,  

· if you feel you have had a research-related injury or a bad reaction to the study drug, or

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

If you have any questions, problems, or concerns, desire further information or wish to offer input, you may contact the Medical University of SC Institutional Review Board for Human Research IRB Manager or the Office of Research Integrity Director at (843) 792-4148.  This includes any questions about your rights as a research subject in this study.

If you have questions about your rights as a research subject or if you have questions, concerns or complaints about the research, you may also contact:


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 is a group of people who independently review research.

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. 

Do not sign this consent form unless you have had a chance to ask questions and have gotten satisfactory answers.

If you agree to be in this study, you will receive a signed and dated copy of this consent form for your records.
CONSENT
I have read this consent form (add if applicable - or it has been read to me).  I have been given a chance to ask questions about this research study. These questions have been answered to my satisfaction. 

I agree to participate in this study. 

If you wish to participate, you should sign below.

	____________________________________
	

	Signature of Participant
	Date
	
	

	
	
	
	

	___________________________________ 
	

	Signature of Legal Guardian (if applicable) 
	Date
	
	


CONSENT
I have read this consent form (add if applicable - or it has been read to me).  I have been given a chance to ask questions about this research study.  These questions have been answered to my satisfaction.  

I agree for my child to participate in this study.
If you wish to participate, you should sign below.

	____________________________________
	

	Signature of Participant
	Date
	
	


	___________________________________ 
	

	Signature of Legal Guardian (if applicable) 
	Date
	
	


[Note to Board:  MUSC requires written assent, if assent is required by Board.]
*12-17 years of age:  “My participation has been explained to me, and all of my questions have been answered.  I am willing to participate.”

Signature: 





 
Age: 






  Date of Birth: 




I confirm that the research study was thoroughly explained to the subject.  I reviewed the consent form with the subject and answered the subject’s questions.  The subject appeared to have understood the information and was able to answer the following questions correctly: 

1. What is the purpose of this study? 

2. If you decide to be in the study, what will you be asked to do? 

3. What is the possible benefit of participating in this study?

4. What are the possible risks of participating in this study? 

5. If you decide not to participate in this study, what options do you have? 

6. Will participating in this study cost you anything?  If so, what will you have to pay for? 

7. Do you have to be in this study?

8. If you decide to be in the study, can you leave the study when you want to? 

________________________________________
__________________

Printed Name of Person Conducting the
Position

Informed Consent Discussion

________________________________________
__________________

Person Conducting Informed Consent
Date

Discussion Signature

