SAMPLE COPY OF CONSENT FORM (v. 8/2008)
BIOMEDICAL RESEARCH

Elon University                       
Consent to Participate in a Research Study
Adult Subjects
_____________________________________________________________________________

(DELETE THIS AND ALL OTHER INSTRUCTIONS IN ITALICS)
IRB Study #_____________________ (Leave blank if new submission)
Consent Form Version Date: ______________ (Enter or update for all submissions)

Title of Study: 

Principal Investigator: (name and degree) 
Elon University Department:
Phone number: 

Co-Investigators: (names and degrees)

Sponsor: (National Cancer Institute, Name of Pharmaceutical Company, etc)
_____________________________________________________________________________

You are being asked to take part in a research study.  The investigators listed above are in charge of the study; other professional persons may help them or act for them.

What are some general things you should know about research studies?

Research studies are designed to gain scientific knowledge that may help other people in the future.  You may or may not receive any direct benefit from participating. There may also be risks associated with participating in research studies.

Your participation is voluntary.  You may refuse to participate, or may withdraw your consent to participate in any study at any time, and for any reason, without jeopardizing your future care at this institution or your relationship with your doctor.  If you are a patient with an illness, you do not have to participate in research in order to receive treatment. (Be sure to delete the clinical language from this statement if not appropriate for your investigation).

Details about this particular study are discussed below.  It is important that you understand this information so that you can decide in a free and informed manner whether you want to participate.  You will be given a copy of this consent form.  You are urged to ask the investigators named above, or staff members who may assist them, any questions you have about this study at any time.

What is the purpose of this study? 
The purpose of this research study is ...
(If applicable, include a statement that the study involves testing an investigational device, or an approved device whose use in this study is investigational.  Bear in mind, in this section and all others, that you are describing complex concepts to laypeople.) 

How many subjects will participate in this study?
(For single-center studies)
If you decide to participate, you will be one of approximately   (number)   subjects in this research study.

(For multi-center studies)
A total of approximately  (number)  subjects at  (number)  institutions will take part in this study. A total of approximately (number) subjects from this institution are expected to participate.

How long will your participation last? 
Your participation in this study will last for approximately ... 		
	(How long entire study is projected to run is less important than this individual subject’s participation, in hours, days, months or years.  Include required follow-up)		

What will happen if you take part in the study?
During the course of this study, the following will occur:
(Describe in lay language, step-by-step, what will be required of, or done to, the research subject. This should include, but need not be limited to:
			Overall design. Methods and probability of assignment, randomization and placebos. If applicable, blinding procedure, and a statement that a research subject's treatment can be determined rapidly in case of emergencies.

			Procedures to be performed, including frequency and follow-up. 

			Differentiate between procedures/test articles that are investigational or included solely for research purposes and those that are standard clinical care.

			Research medications or supplements to be administered and method, dose and frequency of administration.

			Number, frequency and duration of visits, if known.

			Specific requirements of the research subject, such as post-treatment follow-up, diary cards, questionnaires, etc.

			In research involving patients as subjects, provide the name of the physician responsible for the patient's welfare during the study.

			Specimens to be collected including frequency and size/amount. 

Are there any reasons you should not participate?
You should not participate in this study if… 
	(List only those exclusion criteria about which subjects will know, and that may be unknown to the investigator. Do not necessarily list all the exclusions shown in the Master Protocol, for which investigators will screen every subject.)

What are the possible risks or discomforts? 
This study might involve the following risks and/or discomforts to you:
	(For each research procedure/intervention, describe immediate and long-term physical, psychological, social and reproductive risks/discomforts. If frequency of such risks or discomforts is known from previous studies, provide estimates of frequency.  It may be more meaningful for subjects to see side effects grouped as Common, Uncommon, Rare, etc, as opposed to a long unbroken list of every side effect ever noted.)   

	(If women of childbearing age are included as subjects and the research procedure/drug/device may cause harm to an unborn fetus or breast feeding child, state whether pregnancy or breast-feeding excludes participation, whether birth control is required (and if so, which method), and that the P.I. should be notified immediately if the subject becomes pregnant.)

In addition, there may be uncommon or previously unrecognized risks that might occur.

What are the possible benefits?
The benefits to you of participating in this study may be…
	(Describe potential benefits that might reasonably be expected to result from this research. Identify those that might accrue to the individual subject as well as those that might benefit society in general. If the individual subject will receive no direct benefit, make a statement to that effect.)

If you choose not to participate, what other options do you have?
You do not have to participate in this research study in order to receive treatment. Other procedures/treatments that are available are…
	(For research that does not involve treatment, eliminate this section.  For protocols involving treatment, describe any alternative procedures or courses of treatment that might be available to the subject. For some terminally ill patients considering a treatment trial, supportive care only may be an alternative.)

What if we learn about new risks during the study? 
You will be given any new information gained during the course of the study that might affect your willingness to continue your participation.

How will your privacy be protected?
No subjects will be identified in any report or publication about this study. Although every effort will be made to keep research records private, there may be times when federal or state law requires the disclosure of such records, including personal information.  This is very unlikely, but if disclosure is ever required, Elon University will take all steps allowable by law to protect the privacy of personal information.

(Indicate how privacy and confidentiality will be protected. How will records be secured?  To whom will access be limited?  Will names be used, or will there be ID numbers only, and a linkage file? Is any sensitive information being collected, and will it be treated differently?)

(If reviewed or sponsored by a manufacturer or government agency, include a statement that the manufacturer or government agency may review all records.  If the study involves products regulated by the Food and Drug Administration (FDA), add a statement that the FDA may inspect the records.)

(Include the following if research is clinically relevant for these subjects.  Delete for healthy volunteers.)
Because this study involves the treatment of a medical condition, a copy of this consent form will be placed in your medical record.  This will allow the doctors caring for you to obtain information about what drugs or procedures you are receiving in the study and treat you appropriately, if you have other health problems or needs during the study. 

Will you be paid for participating?
You will receive  (amount)  for your participation in this study. 

	(Or, “You will not be paid for your participation in this study.”  if that is the case.) 

	(If payment will be made, address how payments will be prorated in the event the subject withdraws, or is withdrawn by the investigator, from the study prior to completion.)

Will it cost you anything to participate?
The costs of this research will be... 
(e.g. “… billed to you and/or your insurance.”   Or “… paid by the sponsor.  There will be no costs to you for participating.”  Elaborate as necessary, to describe specific items or procedures that may/may not be covered.)
What will happen if you are injured by this research?
In the event of personal injury resulting directly from the research procedures, financial compensation cannot be provided by Elon University. All forms of medical diagnosis and treatment, (or moderate exercise programs, participation in this activity, etc.) whether routine or experimental, involve some risk of injury. In spite of all precautions, you might develop medical complications from participating in this study. If such complications arise, the researchers will assist you in obtaining appropriate medical treatment but Elon University does not provide financial assistance for medical or other costs. You do not waive any liability rights for personal injury by signing this form.

(The above statement may be omitted if the study involves only minimal risk. "Minimal risk" means that the risks of harm anticipated in the proposed research are not greater, considering both probability and magnitude, than those encountered in daily life or during the performance of routine physical or psychological examinations.)
(For research not involving diagnosis or treatment, omit the sentence: "All forms of diagnosis and treatment, whether routine or experimental, involve some risk of injury".
(If applicable, add a separate paragraph about any compensation for injury that will be provided by the study sponsor.)

What if you want to stop before your part in the study is complete?
You can withdraw from this study at any time, without penalty.  The investigators also have the right to stop your participation at any time. This could be because you have had an unexpected reaction, or have failed to follow instructions, or because the entire study has been stopped.

(Modify the above paragraph, if necessary, to fit the study. For students participating in a study for which they were recruited during a class, make it clear that there will be no grade penalty should they choose to withdraw from the study)

What if you have questions about this study?
You have the right to ask, and have answered, any questions you may have about this research. If you have further questions, or if a research-related injury occurs, you should call  (name and degree of investigator)  at  (phone number).

What if you have questions about your rights as a subject?
This research has been reviewed and approved by the IRB at Elon University, North Carolina.  If you have any questions or concerns regarding your rights as a research subject, you may contact the Chairman of the IRB (Dr. Stephen Bailey) at 336-278-6346 or sbailey@elon.edu.
- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - 
Subject’s Agreement:

I have read the information provided above. I voluntarily agree to participate in this study. 

_________________________________________ 		_________________
Signature of Research Subject			 	Date

_________________________________________
Printed Name of Research Subject


