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PURPOSE OF THE STUDY

· Start this section with an introductory statement similar to the following:  You are being asked to take part in a research study at the Syracuse Department of Veterans Affairs Medical Center (VAMC) because you have (list condition, disease, etc.).

· The content should introduce the study participant to nature of the research, its relevance to the study participant’s condition, and the objectives of the study.  When referring to medical/technical or scientific terms with common abbreviations or acronyms, please write out the full name the first time used. If the research involves the use of investigational drugs, devices, or interventions, please include this information as part of the purpose statement.

DESCRIPTION OF THE PROCEDURES AND APPROXIMATE DURATION OF THE STUDY

· Start this section with a statement similar to the following:  
If you agree (or consent) to participate in this research study…….
· Provide a step-by-step description of the procedures to be performed.  Include a statement of the procedures that will be performed solely for the purposes of research and those that are considered standard of care or routine treatment.

· If study involves random assignment, please include the probability of group assignment and define randomization using lay terms similar to the following:  Using a procedure like the flip of a coin, you will have a one in ____ chance of receiving the study drug/device/intervention instead of __________.

· Please include descriptions of single or double blinding if part of the study design.

· The number of participants planned to be enrolled: Approximately ___ subjects are expected to participate in this trial at about ___ centers in an estimated ___ countries. We plan to enroll ___ subjects locally.

· The approximate duration of the study and individual study interventions and the number of times an intervention will be repeated should be described.  If the study design is complex, a table or chart is recommended.  Also include information about long-term follow up.   Procedures that increase, time, complexity, discomfort, and/or involve or prolong hospitalization should be included.

· If blood is to be withdrawn, the frequency and the amount of blood to be drawn using household terms as teaspoons/tablespoons/pints and over what interval should be described.

· For women of childbearing potential, information about pregnancy testing (the method and at what intervals, as appropriate) must be included. Contraception for males and females should be provided, as appropriate.

· Include a description of all study related costs and who (sponsor and/or subject) will be financially responsible, to include terms informing the participant of the possibility of increased or additional costs incurred over the course of the research study.  Be sure to include the following terms:  As a research subject, you will not be required to pay for any experimental drugs or experimental treatments received in this research study.  However, depending on your VA patient category and means test, your insurance carrier may be responsible to pay for you and you may be responsible to make a co-payment for:  a) those services, tests, medications that would be administered as part of your standard clinical care if you were not a research subject and b) those experimental drugs that receive approval as an accepted treatment and become commercially available during the course of the research study.
· When applicable, subject reimbursement for allowable travel and other expenses should be described.  The information should include whether reimbursement is paid upon completion of any portion of the study and the total amount, the method and the timing of payments.  Please note that medical care is not considered reimbursement.

DESCRIPTION OF THE DISCOMFORTS, INCONVENIENCES, AND/OR RISKS 

· Describe all known risks, inconveniences, and/or side effects that can be reasonably expected as a result of study participation.  Include a statement that there may be unknown or unforeseen risks associated with study participation.  It is also recommended that a statement about the potential side effects or complications be included.

· For study subjects with chronic illnesses or underlying conditions, it is recommended that a statement about the side effects or complications that may occur (and may be life-threatening, as appropriate) unrelated to study participation be clearly spelled out.

· If blood will be withdrawn, please include the risks, of pain, bruising, and rarely fainting or infection.

· Include information about measures to be taken to minimize potential risks.

· Include the following information regarding subject injury language for veterans and non-veterans as applicable.  (Please note that the terms described below cannot be modified without the approval of the R&D Committee):


FOR STUDY PARTICIPANTS WHO ARE VETERANS:

As a veteran subject you will not be required to pay for any treatment received as a research participant, which is being done solely for the purpose of this research study.  However, your

insurance carrier will be billed for all routine care and clinical procedures, if applicable.  If you are in a “priority group # 7 veteran category” you are subject to making a co-payment for all non-research related medical care as indicated by a means test.  Your doctor should be able to provide you with this information or refer you to the appropriate individual for any questions you may have.

As a veteran, you will receive medical care and treatment for injuries suffered as a result of participating in a VA research program in accordance with Federal Law* (see below).  You will incur no additional charges for additional medical care and treatment that may result from injury or complications that are a direct result of your participation in this study.  Money has not been set aside for pain and suffering compensation.

In case there are any medical problems or questions, or in the event of illness or injury that you believe to be related to the study, you can also call Dr. __________________ at (315) 425-4400 ext. _______ during the day and Dr. _______________ at (315) 425-4400 ext. _______ after hours.

*Federal Law Advisory - VA Disability Compensation Benefits:  As a veteran-participant, you may be entitled to VA disability compensation benefits for “additional disability” incurred or aggravated as a direct result of your participation in this study (see 38 U.S.C. Sec. 1151; 38 C.F.R. Sec. 3.358).  If you believe you have incurred additional disability as a result of your participation in this study, please contact your Veterans Service Officer for more information regarding your right to file for VA disability benefits.

FOR STUDY PARTCIPANTS WHO ARE NOT VETERANS AND ARE PARTICIPATING IN A VA-FUNDED STUDY:

Immediate necessary care will be provided by the Veterans Affairs Medical Center for injuries suffered as a result of participating in this research study.  You or your insurance provider will be financially responsible for the costs of this immediate, necessary treatment.  The VA will not provide additional medical care or be responsible for the costs of additional medical care beyond immediate necessary care.  Further, VA will not be responsible for monetary compensation for such injury.  [However, in a sponsored study where the Sponsor sets aside funds for research-related injury, Investigator should leave payment to Sponsor with wording “VA has no supplementary money for research-related injury.”]

FOR STUDY PARTCIPANTS WHO ARE NOT VETERANS AND ARE PARTICIPATING IN A NON-VA FUNDED STUDY AND THE SPONSOR WILL PAY FOR THE TREATMENT OF ADVERSE EVENTS:

Immediate necessary care will be provided by the Veterans Affairs Medical Center for injuries suffered as a result of participating in this research study.  The sponsor will be financially responsible for the costs of this treatment.  Neither VA nor the sponsor will provide additional medical care or be responsible for the costs of additional medical care beyond immediate necessary care.  Further, neither VA nor the sponsor will provide monetary compensation for such injury.

ANTICIPATED BENEFITS RESULTING FROM STUDY PARTICIPATION

· Describe any potential benefits to the subject, society, or future patients with similar conditions.  This section should answer the question of how the benefits outweigh the risks and discomforts.  It should indicate how fruitful results could not be obtained by other methods or at random.  The subject should have a clear understanding of why the experiment is justified, without being coerced.

· A statement should also be included that no guarantee to direct benefit can be made.

· If there are no clear benefits to this subject, include a statement similar to the following:  Taking part in this study may not personally help you, but your participation may lead to knowledge that will help others. (or) There are no benefits associated with study participation.

ALTERNATIVE PROCEDURES/OTHER TREATMENT AVAILABLE
· Describe the alternative procedures or treatments that are available to the study participant if he/she chooses not to participate in the research study and whether and how the evaluation/treatment received would be different.

· Where appropriate, include the consequences of a subject’s decision to withdraw from the research.  Reiterate that participation and withdrawal are voluntary and without penalty using a statement similar to the following:  You are not required to take part in this research study.  Your participation is entirely voluntary.  You can refuse to participate now or you can withdraw from this study at any time after giving your consent without affecting your healthcare/services or other rights.  This will not interfere with your regular medical treatment, and will incur no penalty or loss of benefits which you are otherwise entitled to as a patient.

· Where appropriate, include the procedure for safe and orderly termination of participation when abrupt termination would impose risks.

CONFIDENTIALITY AND PRIVACY

· Include information about privacy and confidentiality, similar to the following:  Any information obtained about you in this study will be treated as confidential and will be safeguarded in accordance with the Privacy Act of 1974.  Information published or presented about the results of this study will be in a form that does not identify any particular participant.  In order to monitor compliance with federal regulations and for purposes of monitoring the accuracy and completeness of the research data, records identifying you may be inspected by representatives of the sponsor or sponsors of this study, the Syracuse VA Medical Center Institutional Review Board (Syracuse IRB), Internal Compliance Auditors, the Office of Human Research Protections (OHRP), VA Office of Research Oversight (ORO), Veterans Affairs contracted agency for accrediting VA Human Research Protection Programs and the Department of Health and Human Services (DHHS).  If this study involves articles regulated by the Food and Drug Administration (FDA), the FDA may choose to inspect records identifying you as a subject in this investigation.  By signing this document, you consent to such inspection.  The results of this study may be published but your identity and records will not be revealed unless required by law.
RESEARCH RESULTS
· Include a statement similar to the following in the event new information is obtained during the course of this research study:  In the event new information becomes available that may affect the risks and/or benefits associated with this study or your willingness to participate in it, you and your physician will be notified so you can make a decision whether or not to continue your participation in this study.

· Include a statement that indicates who will have possession of questionnaires, videos, audio cassettes, who else will have access to them, how they will be secured, and the timing and method of coding and disposal.

· If research results are to be published or presented, include a statement as follows:  If results of this study are reported in medical journals or at meetings, you will not be identified by name, by recognizable photograph, or by any other means without your specific consent.

CONTACT INFORMATION

Include the following information:  If you have questions about this study or to report a research-related injury, you can contact:  Person ___________________________ at this phone number __________________. 
If you have general questions about giving consent or your rights as a participant in this study or you would like to speak with an individual who is unaffiliated to this specific research study to discuss problems, concerns, and questions; obtain information or offer input you may call the Chairman of the Syracuse VAMC Institutional Review Board or the Human Research Protection Program Administrator, at (315) 425-4400 x 53607or the Syracuse VA Patient Advocate at (315) 425-4345 (INSERT LOCAL PATIENT ADVOCATE CONTACT FOR BATH OR CANANDAIGUA). 
STATEMENT OF PERSON AGREEING TO PARTICIPATE IN THIS RESEARCH STUDY

I have read (___) this consent form or have had it read to me (___).  (Check one).

__________________ has explained the study to me and all of my questions have been answered.  I have been told of the risks or discomforts and possible benefits of the study.  I have been told of other choices of treatment available to me.

I have been told my rights as a research subject, and I voluntarily consent to participate in this study.  I have been told what the study is about and how and why it is being done.  All my questions have been answered.  If I do not take part in this study, my refusal to participate will involve no penalty or loss of rights to which I am entitled.  

I have been told that I may withdraw from this study at any time without penalty or loss of VA or other benefits to which I am entitled.  I may withdraw consent and discontinue participation at any time, without prejudice to my care, by informing Dr. ___________________  of my decision to withdraw.  I also have been told that my participation also may be stopped by the study sponsor, study doctor, FDA, OHRP, ORO, or the Syracuse IRB, without my consent.

If any important information is found during this study that may affect your wanting to continue your participation in this study, you will be told about it right away.

You will receive a copy of this consent form and the original will be placed in the investigator’s research files.  Additional copies will be filed in your medical chart and in the Syracuse VAMC’s IRB Office.

NOTE:  CONSENT FORM SHOULD NOT BE SIGNED IF THE APPROVAL STAMP IS MISSING.

SUBJECT’S STATEMENT:  I, the undersigned, hereby agree to participate as a subject in this research study.

	 
	 
	 
	-
	 
	-
	 
	 

	Subject’s Signature
	           Subject’s Social Security Number

	 
	      
	 
	 

	Subject’s Name (Printed)    
	Telephone Number               
	Date 
	 Time


INVESTIGATOR’S STATEMENT:  I have explained this consent form and the research study described in it to ______________________________ (insert name of subject/surrogate).  I have answered the questions he/she has asked about the research study and have offered to answer any such questions that may arise in the future.

	 
	 
	 

	Signature of Person Obtaining Consent
	Person Obtaining Consent (print name)
	Date 

	 
	      
	 

	Signature of Principal Investigator*
	Principal Investigator (print name)            
	Date 


*(Indicates review and approval of subject for participation on protocol)

*(Important:  Principal Investigator must sign within 24 hours of participant signature)
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