Elements of  Informed Consent Form

Basic:

· A statement that the study involves research

· An explanation of the purposes of the research

· The expected duration of the subject’s participation

· Identification of any procedures to be followed

· A description of any reasonable foreseeable risks or discomforts to the subject

· A disclosure of appropriate procedures or courses of treatment, if any that might be advantageous to the subject

· A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained

· For research involving more than minimal risk, an explanation as to whether compensation, and an explanation as to whether any medical treatments are available, if injury occurs and, if so, what they consist of, or where further information may be obtained

· An explanation of whom to contact for answers to pertinent questions about the research and research subjects’ rights, and whom to contact in the event of research related injury to the subject

· A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits, to which the subject is other wise entitled 

Additional as needed:

· A statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant), which are currently unforeseeable

· Anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent

· Any additional costs to the subject that may result for participation in the research

· The consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation by the subject

· A statement that significant new findings developed during the course of the research, which may relate to the subject’s willing ness to continue participation, will be provided to the subject

· The approximate number of subjects in the study

Documentation:


A written consent  form embodying these elements should be presented to the subject or the subject’s legally authorized representative for the individual’s reading, comprehension and signature.  If the form is presented orally to the subject or the subject’s legally authorized representative, a witness to the oral presentation is necessary.  It is necessary for the subject or representative to sign the form only but the witness must sign a summary of the presentation as well as the consent form.  This documentation may be waived by the IRB in certain circumstances for very specific reasons.  Any request for waiver must be discussed with the IRB Chair .

Required Training



In order to perform research involving human research participants, each institution must have an educational program in place.  This program requires certain levels of training for all those involved in human participant research, including institutional administrators, IRB Chair and Members, Project Directors and Project Staff.  In this regard, the term, human research participants, includes biological specimens.  The designated training within the overall educational programs for Project Directors and staff is the NIH-NCI Human Participant Protections Education for Research Teams.  It is an online tutorial that, when finished, offers a certificate of completion that should be printed out.  The original should be retained by the person completing the course and a copy of it sent to the Office of Sponsored Programs, CC H403e.  The tutorial should take no longer than an hour to complete and does not have to be done all at one time.  The tutorial may be found at http://cme.nci.nih.gov.  The training should be completed and certificates sent to the appropriate places before the start of the project.  In addition, it would be wise to check for the guidelines governing research involving human participants that have either been established or are in the process of being established by each discipline.   
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HUMAN SUBJECTS RESEARCH 

     
Please attach the form to a complete research proposal and attach a two page description of the proposed research project.  This description 

should include: the purpose; the methodology; duration; an analysis of the possible risks and benefits to the subject; subject population and society; 

procedures for ensuring confidentiality, privacy and safety of the subjects; procedures for obtaining informed consent; method of documenting 

informed consent (attach a copy of any consent forms that will be used); any other information relating to the use of human subjects.  When form 

is completed, retain one copy for your files and send two copies for research that is proposed, both unfunded and proposed grant application. 


Principal Investigator(s)

      
Department








(Faculty



( Graduate Student   










( Undergraduate Student
( Other (specify)
Location





Telephone No.




Title of Research Project

Is the Research currently funded?       If No, are you seeking support?             If YES, Grant No. or Application No. and Agency

   ( YES            ( NO                                  ( YES
( NO

Is this project a continuation of a project that was/is being conducted at another institution?     (   YES       (   NO           If YES, name(s) of institution(s):

Will your project be conducted at any institution(s) or location(s) that are administratively separate from the University?  If Yes, please list and indicate whether approval letters are attached or forthcoming:

Human subjects would be involved in the proposed project as:       ( None of the following

( Minors (under 18 years)   ( Pregnant women   ( Persons who are institutionalized   ( Persons of Questionable Capacity to Consent   ( Fetuses   ( Aborted

(In your project description, include details of the rationale for using special populations such as these)

Approximate number of subjects: _____________         How will subjects be procured (the pool from which volunteers will be sought must be specified)?





Will the subjects be paid or given other incentives to participate (please provide details)?

How will consent be obtained (attach a sample of any consent form(s) to be used)?





What steps will be taken to ensure confidentiality?





Signatures:


_______________________

____________________________________________________________


____________________________________



Date



      Investigator






  Title
 I have read the attached project description and the execution of the project has my endorsement.  (Supervisor is required to closely supervise student 
research to ensure continued protection of human subjects.)



______________________

______________________________________________________________


____________________________________



Date



 Supervisor (if applicable)






  Title

The Committee welcomes any comments that you may have in relation to this project.






Approved_____________________________________


Disapproved_________________________________________

Signature:

______________________________


__________________________________________________________________________




Date





Chair, Human Subjects Research Committee


_______________approved without restriction
______________approved with expression of concern(s)
____________approved with limitations


______________deferred for further evaluation
_____________exempt or waived by criteria

