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Policy No. XIII. 

Subject:  INFORMED CONSENT DOCUMENTATION
Rule.  In accordance with 45 CFR 46.117 and 21 CFR 50.27, the IRB requires documentation of informed consent by use of a written consent form approved by the IRB and signed, as well as dated, by the subject or the subject’s legally authorized representative/ Surrogate at the time consent is given.  A signed copy must be given to the person signing the form.  It is the absolute responsibility of the Research Investigator to obtain informed consent from the research participant unless a specific exemption applies.

A. 
Documentation of informed consent.  Except as provided in 21 CFR 56.109 (c) 
(having to do with “minimal risk” and emergency research), the consent form may be either of the following:



1.  A written consent document that embodies the elements of informed consent (see 

below) required by 45 CFR 46.116 and 21 CFR 50.25.  This form may be read to 

the subject or the subject’s legally authorized representative/Surrogate, but, in any 

event, the Research Investigator must give either the subject or the 



representative/Surrogate adequate opportunity to read it before it is signed and 


dated.

2. A “short form” written consent document stating that the elements of informed consent required by 21 CFR 50.25, 45 CFR 46.116 has been presented orally to the subject or the subject’s legally authorized representative/Surrogate.  When this method is used, there must be a witness to the oral presentation.  Also, the IRB must approve a written summary of what is to be said to the subject or the representative/Surrogate.  Only the short form itself is to be signed by the subject or the representative/Surrogate.  However, the witness must sign both the short form and a copy of the summary.  A copy of the summary must be given to the subject or the representative/Surrogate in addition to a copy of the short form.

· For potential subjects who do not speak English, where informed consent is documented using the short form procedure, the written informed consent must contain, in language understandable to the subject, all the elements necessary for legally effective informed consent.  

(i)The oral presentation and the short form written informed consent document must be in a language understandable to the subject;

 Hospital translator services must be used.
(ii)The IRB-approved English language informed consent document may serve as a summary; and

(iii)The witness must be fluent in both English and the language of the subject
The translator/interpreter may act as the witness

The IRB will receive all foreign language versions of the short form as a condition of approval.  Expedited review of these versions is acceptable if the protocol, the full English language informed consent document, and the English version of the short form document have already been approved by the convened IRB.

If more than an occasional subject speaking the same non-English language will be enrolled in a study, then a fully translated consent form is required.

B.
Basic Elements of Informed Consent. (see GUIDELINES)  In seeking informed 
consent, the following information must be provided to each subject:



1.
A statement that the study involves research and the expected duration of the 


subject’s participation, a description of the procedures to be followed, and an 


identification of any procedures which are experimental.



2.
A description of any reasonably foreseeable risks or discomforts to the subject.



3. 
A description of any benefits to the subject or to others which may reasonably be 

expected from the research.



4.
A disclosure of appropriate alternative procedures or courses of treatment, if any, 

that might be advantageous to the subject.


5.
A statement describing the extent if any, to which confidentiality of records 

identifying the subject will be maintained and that notes the possibility that the FDA 
may inspect the records if FDA regulated products are involved. For all studies, indicate that OHRP other regulatory agencies may inspect records as required by law. 


6. 
For research involving more than minimal risk, an explanation as to whether any 


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.



7.
An explanation of whom to contact for answers to pertinent questions about the 


research and research subject’s rights, and whom to contact in the event of a 


research-related injury to the subject.



8.
A statement that participation is voluntary, that refusal to participate will involve no 


penalty or loss of benefits to which the subject is otherwise entitled, and that the 


subject may discontinue participation at any time without penalty or loss of benefits 


to which the subject is otherwise entitled.

C.
Additional Elements of Informed Consent.  When appropriate, one or more of the following elements of information shall also be provided to each subject:


1.
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.


2.
Anticipated circumstances under which the subject’s participation may be 



terminated by the Research Investigator without regard to the subject’s consent.


3.
Any additional costs to the subject that may result from participation in the research.


4.
The consequences of a subject’s decision to withdraw from the research and 


procedures for orderly termination of participation by the subject.


5.
A statement that significant new findings developed during the course of the 


research which may relate to the subject’s willingness to continue participation will 

be provided to the subject.


6.
The approximate number of subjects involved in the study.

D.
Waiver of Signed Consent Form Requirement.  The IRB may waive, on a case by 
case basis, the requirement that the Research Investigator obtain a signed consent form   for some or all subjects if the IRB determines that:

      1.  the only record linking the subject and the research would be the consent document

           and the principal risk would be potential harm resulting from a breach of

           confidentiality.  Each subject will be asked whether the subject wants

           documentation linking the subject with the research and the subject’s wishes will 

           govern; or



2.
the research presents no more than minimal risk of harm to subjects and involves 

no procedures for which written consent is normally required outside of the 


research context.  

     3.  in cases where the requirement for signed informed consent has been waived, the IRB shall maintain a record of such waiver in the ORA and may require the Research Investigator to provide subjects with a written statement regarding the research.

E. Use of Facsimile, Mail or Telephone to Document Informed Consent
The IRB may approve a process that allows the informed consent document to be delivered by telephone, mail or facsimile to the subject or LAR, and to conduct the consent interview by telephone. On a case by case basis, the IRB may require that the subject or the LAR can read the consent document as it is discussed.  All other applicable conditions and waivers for documentation of informed consent must be met when using this procedure.

F.
Procedure for the Research Investigator.  


1.
Model the informed consent form according to the format in the Informed Consent 

Requirements form within the GUIDELINES.


2.
Obtain informed consent from the research subject as set forth herein.
3.
Maintain signed consent documents as required by the federal regulations.  (See 21 

CFR 312.62 and 45 CFR 46.115)
G.
Procedure for the Committee.

1.
Review the proposed informed consent form for completeness according to the 


GUIDELINES.


2.
Require that information provided to subjects as part of informed consent is in 


accordance with the aforementioned elements of informed consent as set forth in 

Section B and C.


3.
Require that the informed consent document provides the required information in 

readily understandable wording (lay language). The reading level of the informed          consent document should be no higher than an 8th grade level. 
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