Required Elements of Informed Consent - Federal Guidelines 
§46.116 (a) Required Elements of Informed Consent 
1. A statement that the study involves research, an explanation of the purposes of the research and the expected duration of the subject’s participation, the approximate number of subjects involved, a description of the procedures to be followed, and identification of any procedures that are experimental;

2. A description of any reasonably foreseeable risks or discomforts to be expected – including physical, psychological, social, legal and economic risks; 

3. A description of any benefits to the subject or to others that may be expected (do not include cash compensation or course credit under benefits – these would be listed separately under compensation); 

4. If applicable, a disclosure of any appropriate alternative procedures that might be advantageous for the subject;

5. A statement describing the extent to which confidentiality of records identifying the subject will be maintained. Describe where and for how long the records will be kept and who will have access to them. 

6. Contact information for answers to questions about the research (include the investigator and his/her advisor if the investigator is a student) and the IRB contact for questions about the rights of research subjects; 

7. A statement that participation is voluntary, refusal to participate will involve no penalty of loss of benefits to which subject is otherwise entitled, and the subject may discontinue participation at any time without prejudice or explanation;

8. Describe any compensation that will be offered to participants including how it will be prorated for participants who discontinue prior to completion. For research involving greater than minimal risk, an explanation as to whether there is any compensation or medical treatment available if injury occurs and, if so, what they consist of or where further information may be obtained. 

Additional Elements as applicable:

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) that are currently unforeseeable; 

2. Anticipated circumstances (communicated to the subject) under which the subject's participation may be terminated by the 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 possible consequences of a subject's decision to withdraw (compensation forfeiture, etc.) from the research and any instructions for orderly termination of participation by the subject;

5. A statement that significant new findings developed during the course of the research, which may directly relate to the subject's well-being and continued participation, will be provided to subjects.  

§46.116 (d) Waiver / Alteration of Written Informed Consent
An IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent set forth in this section, or waive the requirements to obtain informed consent provided the IRB finds and documents that:
1. The research involves no more than minimal risk to the subjects;
2. The waiver or alteration will not adversely affect the rights and welfare of the subjects;

3. The research could not practicably be carried out without the waiver or alteration; and

4. Whenever appropriate, the subjects will be provided with additional pertinent information after participation.

§46.117 (c) Waiver of Documentation of Informed Consent.
An IRB may waive the requirement for the investigator to obtain a signed consent form for some or all subjects if it finds either:

1. That 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. That 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.

In cases in which the documentation requirement is waived, the IRB may require the investigator to provide subjects with a written statement regarding the research.
Subpart D - §46.408 -  Waiver of Parental Consent

In addition to the provisions for waiver contained in §46.116 of Subpart A, if the IRB determines that a research protocol is designed for conditions or for a subject population for which parental or guardian permission is not a reasonable requirement to protect the subjects (for example, neglected or abused children), it may waive the consent requirements in Subpart A of this part and paragraph (b) of this section, provided an appropriate mechanism for protecting the children who will participate as subjects in the research is substituted, and provided further that the waiver is not inconsistent with Federal, State, or local law. The choice of an appropriate mechanism would depend upon the nature and purpose of the activities described in the protocol, the risk and anticipated benefit to the research subjects, and their age, maturity, status, and condition.
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