
What’s the difference between waiver of consent and waiver of documentation of consent? 

Consider the experience of the participant: Is the participant aware that he/she is participating in a research study? If not, then consent has been waived. If the participant is given all the relevant information and has been asked for consent verbally, but a written consent document is not used, then documentation has been waived. 

***Note: If the study is regulated by the FDA (involves use of food, drug, biologics or devices), the IRB cannot grant a waiver of consent or documentation of consent.  The only exception is for emergency use of a test article FDA 21 CFR 50.23, or planned emergency research FDA 21 CFR 50.24. 

__________________________________________________________________________________________
Guidelines for Research Studies Where Waiver of Consent is Requested

The Common Rule (45CFR46)  allows the IRB to approve a waiver, or an alteration, of the requirement for informed consent to the research if the proposed protocol meets the following specific criteria found at 45 CFR § 46.116(d): 
1. The research involves no more than minimal risk to the privacy of the subjects. 
2.  The research could not practicably be carried out without the waiver or alteration.
3. The research could not practicably be conducted without access to and use of this identifiable protected health information.

4. Whenever appropriate (generally, when there is a health justification), the subjects will be provided with additional pertinent information after participation. 
Additional HIPAA Criteria
The protocol must include, at a minimum, the following elements:
a) An adequate plan to protect identifiers from improper use and disclosure.
b) An adequate plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law and
c) Adequate written assurances that the protected health information will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research study, or for the research for which the use or disclosure of protected health information would be permitted. 

Guidelines for Research Studies Where Waiver of Documentation of Consent is Requested 
If you propose to obtain informed consent for the research activity without obtaining the subject’s signature on a consent form you are requesting a waiver of documentation of consent.  Waiving the requirement for a written form does not eliminate the requirement for informed consent. Subjects must be informed of the nature of the research, and their consent (or the consent of their legal representatives) must be obtained whenever appropriate. This type of waiver is useful for some telephone or internet surveys, questionnaires, or when signing the consent document could have a negative consequence for the subject.  

The IRB will require the use of an Information Sheet to be given to the potential subject or an oral script to be read to the potential subject. Investigators will use the information sheet or script to guide them through the informed consent discussion/process. You will not need to obtain the subject’s signature on a consent form.  The script or information statement must be provided to the IRB at the time of original protocol submission for review and approval.  The PI and/or research staff will document the participant's consent, as well as date, and the name of the person conducting consent in the study files.

In addition to describing the study, the script or information sheet must contain the basic elements of informed consent, as referenced in 45CFR46.116(a) and 21CFR50.25. 
The script or information sheet should include the following information: 
· State that the study involves research

· Explain the purposes of the research and the expected duration of the subject's participation

· If applicable:  describe any foreseeable risk or discomforts to the subject

· If applicable:  describe any benefits to subjects or to others that may reasonably be expected from the research.
· If applicable:  disclose alternatives 

· Describe the extent to which confidentiality of records identifying subjects will be maintained, where the records will be stored and who will have access to them.

· Provide contact information for answers to pertinent questions about the research, and participants' rights.

· Include that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which participants are otherwise entitled, and also that participants may discontinue participation at any time without penalty or loss of benefits to which they are otherwise entitled.

According to 45 CFR 46.117(c), an IRB may waive the requirement for the investigator to obtain a signed consent form for some or all subjects if it finds either: 
· Research presents no more than minimal risk* 
AND

· Research involves procedures that do not require written consent when performed outside of a research setting
45 CFR 46.117(c)(2)
*Definition of Minimal Risk

An individual is considered to be at more than minimal risk if exposed to the  possibility of harm -- physical, psychological, social, legal, or  other -- as a consequence of participation as a human subject in  any research activity which departs from the performance of routine physical or psychological examinations and tests, or which departs from established and accepted procedures necessary to meet the individual's needs, or which increases the  probability or magnitude of risks ordinarily encountered in daily life.

OR
· Principal risks are those associated with a breach of confidentiality concerning the subject’s participation in the research
AND
· Consent document is the only record linking the subject with the research.

AND
· Each participant will be asked whether the participant wants documentation linking the participant with the research, and the participants wishes will govern.
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