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• Mary – new staff



Criteria For ApprovalCriteria For Approval
45 CFR 46.111 45 CFR 46.111 
25 CFR 56.11125 CFR 56.111

Minimized risks
Reasonable risk/benefit ratio
Equitable subject selection
Informed consent process
Informed consent documentation
Data monitored for safety 
Confidentiality/privacy maintained
Vulnerable populations protected



Review CriteriaReview Criteria
45 CFR 46.11145 CFR 46.111
21 CFR 56.11121 CFR 56.111

• (5) Informed consent will be 
appropriately documented, in 
accordance with, and to the extent 
required by §46.117. [§50.27]



Documentation of Documentation of 
Informed ConsentInformed Consent

45 CFR 46.11745 CFR 46.117
21 CFR 50.2721 CFR 50.27

(a) Except as provided in paragraph (c) of this 
section [FDA: 21.CFR 56.109(c)], informed 
consent shall be documented by the use of a 
written consent form approved by the IRB and 
signed [FDA: and dated] by the subject or the 
subject's legally authorized representative 
[FDA: at the time of consent]. A copy shall be 
given to the person signing the form.



Documentation of Informed ConsentDocumentation of Informed Consent
45 CFR 46.11745 CFR 46.117
21 CRF 50.2721 CRF 50.27

(b) Except as provided in paragraph (c) of this section, the consent 
form may be either of the following:

(1) A written consent document that embodies the elements of 
informed consent required by §46.116 [§50.25]. This form may be 
read to the subject or the subject's legally authorized representative, 
but in any event, the investigator shall give either the subject or the 
representative adequate opportunity to read it before it is signed; or

(2) A short form written consent document stating that the 
elements of informed consent required by §46.116 [§50.25] have 
been presented orally to the subject or the subject's legally authorized 
representative. When this method is used, there shall be a witness to 
the oral presentation. Also, the IRB shall approve a written summary 
of what is to be said to the subject or the representative. Only the 
short form itself is to be signed by the subject or the representative. 
However, the witness shall sign both the short form and a copy of the 
summary, and the person actually obtaining consent shall sign a copy 
of the summary. A copy of the summary shall be given to the subject 
or the representative, in addition to a copy of the short form.



Waiver of Documentation of Waiver of Documentation of 
Consent Consent 

46 CFR 46.117(c)46 CFR 46.117(c)
(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.



Waiver of Documentation of Waiver of Documentation of 
Consent Consent 

21 CFR 56.109(c)21 CFR 56.109(c)
(c) An IRB shall require documentation of informed consent in 
accordance with § 50.27 of this chapter, except as follows:

(1) 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 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

(2) The IRB may, for some or all subjects, find that the 
requirements in § 50.24 of this chapter for an exception from 
informed consent for emergency research are met.



Documentation of Documentation of 
Informed ConsentInformed Consent

21 CFR 50.2721 CFR 50.27
(b) Except as provided in 56.109(c  , informed consent form shall be 
documented by the use of a written consent form approved by the IRB and 
signed and dated by the subject or subject’s legally authorized representative 
at the time of consent. A copy shall be given to the person signing the form. 
may be either of the following:

(1) A written consent document that embodies the elements of informed 
consent required by §46.116. This form may be read to the subject or the 
subject's legally authorized representative, but in any event, the investigator 
shall give either the subject or the representative adequate opportunity to 
read it before it is signed; or

(2) A short form written consent document stating that the elements of 
informed consent required by §46.116 have been presented orally to the 
subject or the subject's legally authorized representative. When this method 
is used, there shall be a witness to the oral presentation. Also, the IRB shall 
approve a written summary of what is to be said to the subject or the 
representative. Only the short form itself is to be signed by the subject or the 
representative. However, the witness shall sign both the short form and a 
copy of the summary, and the person actually obtaining consent shall sign a 
copy of the summary. A copy of the summary shall be given to the subject or 
the representative, in addition to a copy of the short form.
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Consent Documentation in Consent Documentation in 
INSPIRINSPIR

• Section J3 = Waiver of Documentation
• Section J4 = Waiver of Informed 

Consent
• Section Q = Informed Consent forms



Reviewer SheetReviewer Sheet--
Section JSection J







Review CriteriaReview Criteria
45 CFR 46.11145 CFR 46.111
21 CFR 56.11121 CFR 56.111

• (6) When appropriate, the research plan 
makes adequate provision for 
monitoring the data collected to ensure 
the safety of subjects.



Review CriteriaReview Criteria
45 CFR 46.11145 CFR 46.111
21 CFR 56.11121 CFR 56.111

• (7) When appropriate, there are 
adequate provisions to protect the 
privacy of subjects and to maintain the 
confidentiality of data 



Review CriteriaReview Criteria
45 CFR 46.11145 CFR 46.111
21 CFR 56.11121 CFR 56.111

• b) When some or all of the subjects are likely 
to be vulnerable to coercion or undue 
influence, such as children, prisoners, 
pregnant women, [handicapped] mentally 
disabled persons, or economically or 
educationally disadvantaged persons, 
additional safeguards have been included in 
the study to protect the rights and welfare of 
these subjects. 
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