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WHY ARE YOU BEING INVITED TO TAKE PART IN THIS RESEARCH?
You are being invited to take part in a research study about _________________________. You are being invited to take part in this research study because _____________ (If there is a condition or circumstance that makes the person eligible for the study, specify this information. This statement may not be applicable for some social science studies.).  If you volunteer to take part in this study, you will be one of about _______ people to do so. (If applicable, you may add "...one of about _____ people to do so nationally, and one of ______ at the VA Medical Center".) 

WHO IS DOING THE STUDY?
The person in charge of this study is _________________(Principal Investigator, PI) of _________________(insert service) at the VA Medical Center.  There may be other people on the research team assisting at different times during the study. 

WHAT IS THE PURPOSE OF THIS STUDY?
Describe, in lay terms, the purpose of the study. 
By doing this study, we hope to learn _________________.
If this study falls within the jurisdiction of the Food and Drug Administration use the following sentence:
The purpose of this research is to gather information on how safe and effective ____________(state name of drug, device, etc.) is. The results of this study will be shared with the company providing financial support for the study, the Food and Drug Administration and other federal agencies, if required. (Note, if this is a Phase I study, delete the words “and effective” in the first sentence.)
ARE THERE REASONS WHY YOU SHOULD NOT TAKE PART IN THIS STUDY?
State in basic lay language reasons a subject could be excluded from volunteering, such as being a smoker, being under 18 years of age, being pregnant, etc.).  Include only those events/conditions which would not be pre-determined by a review of records or by the decision of an attending physician.  Include those events/conditions of which the potential subject would ordinarily be aware.
WHERE IS THE STUDY GOING TO TAKE PLACE AND HOW LONG WILL IT LAST? 
The research procedures will be conducted at the VA Medical Center.  You will need to come to _______________ (include the room if possible) XXX times during the study.  Each of those visits will take about XXX (state in minutes or hours).  The total amount of time you will be asked to volunteer for this study is XXX over the next XXXX (state in days, months or years).
WHAT WILL YOU BE ASKED TO DO?
Tell the subject what to expect.  Give a time-line description of the procedures that will be performed, the drugs or devices that will be administered, all hospitalizations and all outpatient visits.  Describe all procedures in lay language, using simple terms and short sentences.
Answer the following questions for the subject: What procedures are experimental? What is being performed as part of the research? For patient based studies, differentiate procedures being conducted for research versus those for standard of care. Any procedures that are experimental must be clearly identified. For example, if the study will include investigational drugs (drugs that have not been approved by the Food and Drug Administration), this must be explained in simple language.
Prepare a time-line chart or schema to accompany descriptions of procedures and tests for studies that require more than 1 or 2 steps/visits.
Provide a lay description of the randomization procedures, if applicable, and describe the chances of being assigned to any one group. Define randomization in simple language such as “by chance.”
Add information regarding pregnancy testing for women of childbearing potential, if required. Indicate the frequency of pregnancy testing. Birth control measures required for the study should be described here. Provide a telephone number where the Principal Investigator may be reached if the subject becomes pregnant. (Research with pregnant women is allowed at VA only under specified conditions.  For additional information see VHA Handbook 1200.5 Appendix D.)
WHAT ARE THE POSSIBLE RISKS AND DISCOMFORTS?
· If there are risks to participation, describe them for each investigational procedure, drug, device or biological. 

· Group the risks into those that are expected, ranking them as rare, occasional, or often and describe them as such.  List all reasonably expected side effects in lay terms. 

· List all side effects in lay terms, no matter how rare, that are life altering or potentially life altering.  For example: visual loss, exaggerated allergic reaction, paralysis, altered sensitivity. 

· Explain the ramifications of some risks.  For example: what will happen to the subject if liver enzyme tests indicate an abnormality. 

· Studies that present real and potential risks of fetal or reproductive harm should have a description of this risk. If the risk of fetal harm is not known, indicate so. [Please note that no research involving fetus (in-utero or ex-utero) or in vitro fertilization is allowed at VA.  Research with pregnant women is allowed at VA, but only under specified conditions.  For additional information see VHA Handbook 1200.5 Appendix D.
· If venipuncture is being performed as part of the research, include each of the following as a potential risk of that procedure:  soreness, bruising, pain, infection, possible fainting, bleeding. 

The IRB suggests that, in some cases, the volunteer may more easily understand the risks of therapy/procedures in the study if the information is presented in table form.  This may help the volunteer understand not only what risks are associated with participating in the study but how likely it is that those risks may occur.  An example of such a table follows:
	Possible Risk/Side Effect
	How often has it occurred?
	How serious is it?
	Can it be corrected?

	Headaches
	It may occur just after drug administration
	Usually of short duration 
	Yes

	Rash
	It occasionally occurs
	It usually involves the face and arms and may cause scratching
	It will go away with treatment

	Liver damage
	It is extremely uncommon 
	Very serious
	The damage is permanent and can affect the rest of your health

	Skin discoloration
	It is uncommon
	It will not impact your overall health
	No


The risk section must also contain the following statement (the first sentence may not be applicable for social science studies:)  There is always a chance that any medical treatment can harm you, and the investigational treatment in this study is no different.  In addition to the risks listed above, you may experience a previously unknown risk or side effect.
WILL YOU BENEFIT FROM TAKING PART IN THIS STUDY?
There is no guarantee that you will get any benefit from taking part in this study.  However, some people have experienced __________________ when _________________________. Your willingness to take part, however, may, in the future, help doctors better understand and/or treat others who have your condition.
OR
You will not get any personal benefit from taking part in this study.
DO YOU HAVE TO TAKE PART IN THE STUDY?
If you decide to take part in the study, it should be because you really want to volunteer.  You will not lose any VA or other benefits or rights you would normally have if you choose not to volunteer.  You can stop at any time during the study and still keep the benefits and rights you had before volunteering.  (Add the following, if applicable:  If you decide not to take part in this study, your decision will have no effect on the quality of medical care you receive.)
IF YOU DON’T WANT TO TAKE PART IN THE STUDY, ARE THERE OTHER CHOICES?
If you do not want to take part in the study, there are other choices such as ____________________.  (If this is a medical treatment study: describe what would occur should the person choose not to participate, i.e., standard of care.  Also, describe any other treatments that might be available.  If this is a social/behavioral study, describe whether or not there are any procedures the subject could participate in to receive the same level of benefit.)
OR
If you do not want to be in the study, there are no other choices except not to take part in the study.

WHAT WILL IT COST YOU TO PARTICIPATE

Costs for medical procedures done strictly for research may be paid by the sponsor (if applicable, insert sponsor’s name here); or

The sponsor (if applicable, insert sponsor’s name here) has agreed to pay $XXX of those costs.

There may be co-payment costs for some of the procedures that occur during the research for which the VA may not pay. Some veterans are required to pay co-payments for medical care and services provided by the VA. These co-payment requirements will continue to apply to medical care and services provided by the VA that are not part of this study.
WHO WILL SEE THE INFORMATION THAT YOU GIVE?
We will make every effort to keep private all research records that identify you to the extent allowed by law.
Your information will be combined with information from other people taking part in the study. When we write about the study to share it with other researchers, we will write about the combined information we have gathered. You will not be personally identified in these written materials. We may publish the results of this study; however, we will keep your name and other identifying information private. (If you are collecting social security numbers, inform subjects of this fact. Tell subjects whether they can withhold their social security number and still participate.)
[IF THE STUDY IS ANONYMOUS: (There can be absolutely no link to identifiers anywhere nor any code lists.)]
This study is anonymous. That means that no one, not even members of the research team, will know that the information you give came from you.
[IF THE STUDY IS NOT ANONYMOUS:]
We will make every effort to prevent anyone who is not on the research team from knowing that you gave us information, or what that information is. (Insert description of procedure(s) used for protecting confidentiality of data including paper records, computer records, jump drives and portable storage devices.)  

You should know, however, that there are some circumstances in which we may have to show your information to other people. (Insert circumstances in which subject’s data could be shown or reported to others.)  For example, the law may require us to show your information to a court or to tell authorities if you report information about a child being abused or if you pose a danger to yourself or someone else. [If you have questions about what constitutes a reportable disease and/or condition in the state of Kentucky, see ORI’s summary sheet: “Reporting Requirements for Diseases and Conditions in Kentucky”].    
Officials of the Food and Drug Administration, the National Institutes of Health (if applicable), the University of Kentucky, VA Medical Center and Government Accounting Office (GAO), and ________________ (indicate the sponsor’s name and/or the contract research organization or any group that may have access to information) may look at or copy pertinent portions of records that identify you.
CAN YOUR TAKING PART IN THE STUDY END EARLY?
If you decide to take part in the study you still have the right to decide at any time that you no longer want to continue. You will not be treated differently if you decide to stop taking part in the study.
The individuals conducting the study may need to withdraw you from the study (Include the following information if applicable: …….and the study intervention, medication and/or device will no longer be provided by the investigator and may not be accessible commercially). This may occur if you are not able to follow the directions they give you, if they find that your being in the study is more risk than benefit to you, or if the agency funding the study decides to stop the study early for a variety of scientific reasons. 

(Information should be added here to describe any adverse effects on the subjects’ health or welfare, or follow-up that may be requested if they decide to withdraw from the study. For example: Certain drugs may harm you if you stop taking them suddenly. To make sure this doesn’t happen, the doctor may ask you to gradually reduce the amount of medication (number of tablets, capsules or injections you are taking, if you want to stop taking part in the study.) 
ARE YOU PARTICIPATING OR CAN YOU PARTICIPATE IN ANOTHER RESEARCH STUDY AT THE SAME TIME AS PARTICIPATING IN THIS ONE?

(Include this information if participating in other studies could put your subject at risk.)

You may/may not (please indicate choice) take part in this study if you are currently involved in another research study.  It is important to let the investigator/your doctor know if you are in another research study.  You should also discuss with the investigator before you agree to participate in another research study while you are enrolled in this study.
WHAT HAPPENS IF YOU GET HURT OR SICK DURING THE STUDY?

If you believe you are hurt or if you get sick because of something that is due to the study, you should call _____________ (PI’s or medical supervisor’s name) at _____________ immediately. __________________(PI’s or medical supervisor’s name) will determine what type of treatment, if any, that is best for you at that time.

The Lexington VAMC will provide medical care if you get hurt or get sick as a result of taking part in this study.  The necessary care must be provided in a VA medical facility unless an exception is granted. In cases of exceptions, the VAMC Director may contract for such care.  Exceptions include: situations where a VA facility is not capable of furnishing economical care, situations where a VA facility is not capable of furnishing the care or services required and situations involving a non-veteran research subject.  Treatment for research-related injuries will be provided at no cost to you.  However, this does not apply to treatment for injuries that result from noncompliance by a research subject with study procedures.

A co-payment from you may be required for medical care and services provided by the Lexington VAMC that are not for research-related injuries.

The VA Medical Center will not pay for any wages you may lose if you are harmed by this study.  No other compensation will be provided by the Lexington VAMC.

 WILL YOU RECEIVE ANY REWARDS FOR TAKING PART IN THIS STUDY?
You will receive ________ for taking part in this study. (If this is a monetary reward/payment, explain how this will be pro-rated should the subject choose to withdraw early. If this is not a cash payment then the IRB strongly suggests that the reward be given to the subject regardless of completion of the study. This information should be explained here.) (If applicable, provide a statement that if you earn $600 or above by participating in research, it is potentially reportable for tax purposes.) Please note: VA policy prohibits paying human subjects for participating in research when the research is integrated with a patient’s medical care and when it makes no special demands on the patient beyond those of usual medical care.  Payment may be permitted, with IRB approval, in the following circumstances:  No direct benefit, transportation expenses.
OR
You will not receive any rewards or payment for taking part in the study.  
WHAT IF YOU HAVE QUESTIONS, SUGGESTIONS, CONCERNS, OR COMPLAINTS?
Before you decide whether to accept this invitation to take part in the study, please ask any questions that might come to mind now.  Later, if you have questions, suggestions, concerns, or complaints about the study, you can contact the investigator, ______________________ at ___________ or please list all other members of the study staff along with contact information.  If you have any other questions, suggestions, concerns, or complaints about this research or questions about your rights and welfare as a volunteer in this research, contact the staff in the Office of Research Integrity at the University of Kentucky at 859-257-9428 or toll free at 1-866-400-9428 or the Associate Chief of Staff for Research & Development (ACOS/R&D) or the Administrative Officer for Research & Development (AO/R&D) at 859-281-4927.  We will give you a signed copy of this consent form to take with you as well as a copy of the brochure entitled “Volunteering in Research-Here are some things you need to know”.
WHAT IF NEW INFORMATION IS LEARNED DURING THE STUDY THAT MIGHT AFFECT MY DECISION TO PARTICIPATE?

If the researcher learns of new information in regards to this study, and it might change your willingness to stay in this study, the information will be provided to you.  You may be asked to sign a new informed consent form if the information is provided to you after you have joined the study. 

WHAT ELSE DO YOU NEED TO KNOW?
Disclose what institution(s) (such as NIH, NCI, etc.) or companies are involved in the study through funding, cooperative research, or by providing study drugs or equipment. An example of such a statement would be as follows:
_______________________ (name of institution/company) is providing financial support and/or material for this study.
Note, if the IRB determines that disclosure of financial interest is necessary to protect the subjects’ rights and welfare, you may be asked to include a statement which informs subjects of the investigator’s financial interests in the study (i.e., the source of funding and funding arrangements for the conduct and review of the research, or information about a financial arrangement of the investigator and how it is being managed).

If the researcher believes that bodily fluids, substances or tissues of a research subject could lead to the development of a commercially valuable product, the following statement must be included:
You authorize the use of your bodily fluids, substances or tissues for research purposes.  The sample(s) (blood, tissue or fluids) that you are giving might be used in studies that lead to new products for research, diagnosis or treatment. 
A copy of your signed/dated consent form will be placed in your medical record.
(When developing the consent form, please format to ensure the signature lines fall on a page containing text.)
_____________________________________________                
 ____________
Signature of person (or legally authorized representative)
   
Date

agreeing to take part in the study
__________________________________________
   
___________

Signature of Witness to above signature



   
Date

_____________________________________________
Printed name of person agreeing to take part in the study
_____________________________________________


Name of [authorized] person obtaining informed consent

 

_____________________________________________


_____________
Signature of person obtaining informed consent



Date

_____________________________________________

Signature of investigator
SPACE FOR R&D OFFICE USE   
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JAN 1990  10-1086 

Subject’s Initials ______

                                                                                                                                                             VA FORM 10-1086 MAR 2006 

(Full Social Security Number)
                  Lexington VAMC August 20, 2009

