CONSENT FORM REQUIREMENTS

ALL of the following elements of informed consent MUST be included in the consent form if the research is to be approved at the departmental level.  Inadequate forms must be re-written until they do contain all of these elements.  Otherwise, the application must be referred to the Office of Research for consideration by the University Human Subjects Committee.

In general, a consent form is intended to provide the prospective subject sufficient opportunity to consider whether or not to participate in the research.  In this context, check each of the following necessary elements of informed consent that are contained in the proposed consent form.


_____A.  A statement that the study involves research.


_____B.  An explanation of the purpose of the research.


_____C.  The expected duration of the subject’s participation.


_____D.  A description of the procedure to be followed.


_____E.  In the case of a study involving treatment or therapy,

1. Identification of any procedures which are experimental, and


2. Disclosure of appropriate alternative procedures or courses of treatment, if any that might be advantageous to the subject.

_____F.  A description of any reasonably expected risks or discomforts to subject.

_____G.  A description of benefits to the subject or to others, which may reasonably be expected from the research.

_____H.  A statement which assures confidentiality of records identifying the subject and which describes the extent of that confidentiality.  

_____I.  An invitation to ask questions and an explanation of whom to contact for answers to pertinent questions about the research if they should arise at another time.

_____J.  A statement that:

1. Participation is voluntary,


2. Refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and


3. The subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.

_____K.  The information provided in the consent form is in language understandable to the subject.

_____L.  The consent form is written in a way that minimizes the possibility of coercion or undue influence.

_____M.  The consent form does not include any exculpatory language through which the subject is made to waive or appear to waive any of the subject’s legal rights, or releases or appears to release to the investigator, the institution or its agents from liability for negligence.

SAMPLE CONSENT FORM


Informed Consent Form - Adult Memory Study
This is a research study concerned with identifying the mechanisms responsible for the deficits in memory and response time that occur as a result of normal aging.  The experiment session will last approximately one hour and consist of 2 parts.  In the first part, you will be asked to provide a brief medical history and answer questions regarding your general health and mood.  In the second part, you will sit in front of a computer screen and will be asked to make decisions about stimuli that will be presented.  Detailed instructions will be provided by the experimenter as the session progresses. 

The risks to you in this experiment are, at most, minimal, and do not differ in any qualitative way from those you might experience in everyday life.  Your participation will help to further our knowledge of how aging affects cognitive processes.   

You should understand that your participation in this experiment is completely voluntary.  You have the right to have any questions answered before, during, or after the experiment.  You will receive 1 hour credit toward your General Psychology research requirement for completing the experiment.   You may refuse to participate prior to beginning the study without any penalty.  You may also terminate your participation at any time, for whatever reason.  However, you will only receive the 1 hour credit if you complete the experiment. 

All data collected in this experiment will be kept entirely confidential.  Your name will never be publicly associated with this experiment and your participation will be kept confidential.  Personal information regarding health status will be collected only to determine eligibility for the study, and this information will be kept in a locked filing cabinet.  All other data will be kept on computer disks under an assigned number.  If any of the health screenings suggest problems that may require medical attention, you will be informed and encouraged to seek further testing by the appropriate professionals.

If you have any questions concerning your participation in this project or your rights as a research subject, you should contact Jane Doe at Villanova University (610) 525-1275, or Dr. Charles Folk, Chair of the Villanova Institutional Review Board, at (610) 519-7464.

If you agree to participate in this study, please sign below.

Name ________________________   

Date ________________
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