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OBJECTIVE:

To describe the procedures to follow in order to Waive DOCUMENTATION of Consent.

BACKGROUND:

An IRB may waive the requirement for the investigator to obtain a signed consent form for some or all subjects under 45CFR46.117 (c) (DHHS),  under 32CFR219.117(c ) DoD, or  under 21CFR56.109 (c) FDA.  This waiver should not be confused with the Waiver to Obtain Consent found under 45CFR46.116.  The waiver under 45CFR46.117(c) requires that the investigator obtain consent; however, it does not have to be documented in writing.

Note: a waiver of documentation of consent cannot be given for:

· any study involving high risk genetic testing in which samples are not de-identified.  

· any use or disclosure of psychotherapy notes for research purposes. 

If the project includes protected health information, the HIPAA criteria for waiver of consent must also be met before the Waiver for Documentation of Consent would be allowed.  
PROCEDURE:

DHHS Regulations

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. 

FDA Regulations

The IRB may, for some or all subjects, waive the requirement that the subject, or the subject’s legally authorized representative, sign a written consent form if it finds:

1.  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 the research context 

OR

3. Find that the requirements in 21CFR50.24 for an exception from informed consent for emergency research are met.

DoD Regulations

32CFR219.117(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:

(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.

In cases where the documentation requirement is waived the IRB may require the investigator to provide subjects with a written statement regarding the research. 

HIPAA 45CFR164.512(i)(2)

 (ii) Waiver criteria  A statement that the IRB or privacy board has determined that the alteration or waiver, in whole or in part, of authorization satisfies the following criteria:

(A) The use or disclosure of protected health information involves no more than minimal risk to the privacy of individuals, based in, at least, the presence of the following elements;

(1) An adequate plan to protect the identifiers from improper use and disclosure;

(2) 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

(3) 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 other research for which the use or disclosure of protected health information would be permitted by this subpart. 

(B) The research could not practicably be conducted without the waiver or alteration and

(C) The research could not practicably be conducted without access to and use of the protected health information.

DOCUMENTATION:

The specific regulation under which the waiver of documentation of consent is granted must be documented in the IRB-HSR Meeting Minutes and on the IRB-HSR Approval Form.
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