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	DESCRIPTION OF RESEARCH BY INVESTIGATOR



	NOTE:  The consent form should include the following section headings:



			I.  Purpose of the Study			V.  Benefits

			II.  Description of the Study		VI.  Alternative Proce�dure(s)/Treatment(s)

			III.  Inconveniences			VII.  Use of Research Results

			IV.  Discomforts/Risks/Side Effects	VIII.  Special Circumstances



TO POTENTIAL PARTICIPANTS:   Federal regulations require written informed consent before participat�ion in a research study.  This is to be certain that research subjects know the nature and risks of the study, as they make a decision to participate or not to participate.  You are asked to read the following information and discuss it with the investigator, so that you will be fully informed about this research study and how it may affect you.  Your signature on this form means that you have been fully informed and that you freely give your consent to participate.

�

	I.	PURPOSE OF THE STUDY:



The purpose of this research {note: the word “research” is required} study is.....

You have been invited to participate in this research study because.......



{mention sponsor of study, if applicable}



{mention the number of subjects nationally and/or at this site, if this information is material to the subjects' decision to participate.  Generally if the study involves a FDA-regulated product, then this IRB will want this information.}



	II.	DESCRIPTION OF STUDY:



{mention location(s) of procedures (Louis Stokes Cleveland Department of Veterans Affairs Medical Center -  Wade Park or  Brecksville unit, UH, etc.)}



{After the first instance of "Louis Stokes Cleveland Department of Veterans Affairs Medical Center" add "(LSVAMC)" and use "LSVAMC" throughout the remainder of the consent form in lieu of any reference to the Cleveland VA Medical Center and any variations thereof. }



{mention the duration of participation}



{use subheadings to describe the different stages of the study, e.g. SCREENING EVALUATION, STUDY PROCEDURES, PHASE I, PHASE II, FOLLOW UP VISITS, END OF STUDY PROCEDURES, etc.}



{in relative chronological order, describe the study procedures, (limit the description to the research-related procedures as much as possible.).}



{explain what happens to the subjects at the end of their study participation, i.e., will the focus of the study (drug, device, etc.) still be available to the subjects afterwards, if during the study, the subjects appeared to benefit from the drug, device, etc.}



	III.	INCONVENIENCES: 



{If there are any limitations placed on the subject due to participation in this study, this should be mentioned here.  For example, if there are prohibited concomitant medications, these should be listed here.  If the dose of the study drug(s) is fixed and not adjusted for each individual subject and this is contrary to the standard of practice, this should also be mentioned, for example, "Because you will receive a fixed dose of (study drug(s)), your study doctor will not be able to adjust the amount of medication you receive in order to find the dose that works best for you."

�Other examples of inconveniences/limitations include attending extra clinical visits, completing daily diaries, collecting and storing daily urine samples, required hospitalization, etc.}



	IV.	DISCOMFORTS / RISKS / SIDE EFFECTS:



{Please use subheadings for each item described here.  Order these subheadings in decreasing magnitude of potential harm (therefore venipuncture risks should be listed after the risks of any investigational drugs/devices), e.g.,  STUDY DRUG #1, STUDY DRUG #2, PREGNANCY RISKS AND BIRTH CONTROL METHODS, etc.}



	V.	BENEFITS:



You may (or will not) directly benefit from participating in this study.  Your participation will help medical research discover (determine)________



{Do not list indirect therapeutic benefits in the consent form, i.e., don't state that subjects will receive more clinical attention, tests, procedures, visits, etc. than they would outside of the research study.  Because, as the Council on Ethical and Judicial Affairs of the American Medical Association has stated:  "For individuals who have access to either inadequate or nonexistent basic health care, this may create enormous coercive pressures to agree to participate in a research study...a system that uses research participation to remedy inequities in the delivery of basic health care is unacceptable."}





	VI.	ALTERNATIVE PROCEDURE(S) / TREATMENT(S):



{NOTE:  If a study involves FDA-approved products (drugs, devices, etc.) that are the focus of the study and there is some belief that these products may provide direct benefit to the subjects as used in the study, and the products are locally available to the subjects, the alternative section of the consent form should list these FDA-approved products as available outside of the research study.  Otherwise, omitting such information could be considered a subtle form of coercion (and is prohibited by federal regulations) as some subjects may conclude that they only way that they can obtain such FDA-approved products is to join the research study, which is often not the case.  If access is limited, e.g., access requires an approval of an off-formulary request, etc. this should also be mentioned, in lay language.��For example, if you are evaluating an FDA-approved drug for a new indication, in a study that holds out the prospect of direct benefit to the subjects, because the drug(s) is FDA-approved and is locally available, it should be listed here as available outside of the research study.��Please note that there is a relationship between the Benefits section and the Alternatives section of the consent form.  If a study holds out some prospect of direct benefit to the subjects, then the alternative section of the consent form should describe all other methods of receiving the equivalent type of benefit that are available outside of joining the study, including the items that are the focus of the study (unless the items are not available outside of the study, e.g., investigational drugs that have not received approval for marketing by the FDA).  Alternatives are not limited to drugs, devices, biologics, or the standard of care for the patient population.



If this is a "no direct benefit" study, then this section should state "You have the alternative to not participate".}



	VII.	USE OF RESEARCH RESULTS:



The results of this research study may be published in scientific or medical journals or presented at scientific meetings, but your name and identity will not be used.  Any information connecting you to the study will be kept strictly confidential, except as provided by law.



{If the subject's medical records will be reviewed, please add a statement, such as:  "By joining this study, you give the investigators your permission for them to collect data from your medical records to determine if you are eligible and if you remain eligible to participate in the study."}



The Institutional Review Board of the Cleveland VA Medical Center may review your medical records as they pertain to this study.



{If the focus of the study involves FDA-regulated products, then this section should mention the possibility that the FDA may review the subject's medical records concerning their study participation.}



	VIII.	SPECIAL CIRCUMSTANCES:



New Findings:



You will be told by the study doctor of any significant new findings during the course of the study, which may affect your willingness to continue to participate.�{Note this statement is not always necessary…if the study holds out the potential for unexpected harms (e.g., involves drugs/devices, especially investigational drugs/devices), then this statement is required.}



Financial Considerations



Your participation in this research study will be done at no cost to you, nor will you receive any payment for your participation.�{If subjects will be paid for participation, the schedule of pro-rated payment should be described here.}



Ending Participation



The investigators may stop your participation in this study without your consent, for example, if they think that it will be in your best interest, if you do not follow the study plan, if you experience a study-related injury, or for any other reason.



Compensation for Research-Related Injury



If you sustain physical injury as a direct result of your study participation, medical care will be provided by the Cleveland VA Medical Center at no cost to you.  Financial compensation for such things as lost wages, disability, or discomfort due to an injury is not available.

{Note, there has been a local institutional policy change regarding sponsor's research-related injury compensation statements.  We no longer want the sponsor's compensation statement for research-related injury in the consent form.  The contract between the institution and the sponsor will define those instances that the sponsor will provide compensation.  In addition, our VA systemwide policy for research-related injuries provides very broad coverage, more so than what most sponsors will provide.}



�

�

RESEARCH SUBJECTS' RIGHTS:  I have read or have had read to me all of the preceding information.  Dr./Mr./Ms                                                                        has explained the study to me and answered all of my questions.  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 understand that I do not have to take part in this study, and my refusal to participate will involve no penalty or loss of rights to which I am entitled.  I may withdraw from this study at any time without penalty or loss of VA or other benefits to which I am entitled.

The results of this study may be published, but I will not be identified in publications by name, photograph, or other identifiers.  My records, including my name and results of my participation, may be revealed as required by laws and regulations of state and federal agencies.

If I have any questions about this study or if any problems arise during the study, I can call:  

Dr./Mr./Ms.                                                       at                                                 DURING THE DAY and Dr. /Mr./Ms.                                            at                                   AFTER HOURS.  If any medical problems occur in connection with this study, the Cleveland VA Medical Center will provide emergency care.

If I have concerns or questions about this research study that the investigator has not answered, I can contact an official of the Institutional Review Board for Human Studies through J. Blume, at 216-791-3800, ext 4659.

I understand my rights as a subject, and I voluntarily consent to participate in this study.  I under�stand what the study is about and how and why it is being done.  I will receive a signed consent form or a photocopy of it.  I understand that in signing this consent form I do not waive my legal rights nor release the Cleveland VA Medical Center from liability for negli�gence.����Subject's Signature��Date��*Signature of Subject's Guardian,                                 Date�Representative, or Parent��Guardian/Representative/Parent (print)��Signature of Witness                                                     Date��Witness (print)��Signature of Investigator                                                Date

*Only required if subject is under age or mentally incompetent�I have received a copy of this consent form

__________________ �Subject’s Initials

��

�







SUBJECT IDENTIFICATION: ID plate or name (last, first, mid)����__________________

Subject’s Initials��VA FORM  10-1086  JUNE 1990   (revised 9/93)
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