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(3) Any additional costs to the sub-
ject 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 par-
ticipation will be provided to the sub-
ject. 

(6) The approximate number of sub-
jects involved in the study. 

(c) When seeking informed consent 
for applicable clinical trials, as defined 
in 42 U.S.C. 282(j)(1)(A), the following 
statement shall be provided to each 
clinical trial subject in informed con-
sent documents and processes. This 
will notify the clinical trial subject 
that clinical trial information has been 
or will be submitted for inclusion in 
the clinical trial registry databank 
under paragraph (j) of section 402 of the 
Public Health Service Act. The state-
ment is: ‘‘A description of this clinical 
trial will be available on http:// 
www.ClinicalTrials.gov, as required by 
U.S. Law. This Web site will not in-
clude information that can identify 
you. At most, the Web site will include 
a summary of the results. You can 
search this Web site at any time.’’ 

(d) The informed consent require-
ments in these regulations are not in-
tended to preempt any applicable Fed-
eral, State, or local laws which require 
additional information to be disclosed 
for informed consent to be legally ef-
fective. 

(e) Nothing in these regulations is in-
tended to limit the authority of a phy-
sician to provide emergency medical 
care to the extent the physician is per-
mitted to do so under applicable Fed-
eral, State, or local law. 

[46 FR 8951, Jan. 27, 1981, as amended at 76 
FR 270, Jan. 4, 2011] 

§ 50.27 Documentation of informed 
consent. 

(a) Except as provided in § 56.109(c), 
informed consent shall be documented 
by the use of a written consent form 
approved by the IRB and signed and 
dated by the subject or the subject’s le-
gally authorized representative at the 

time of consent. A copy shall be given 
to the person signing the form. 

(b) Except as provided in § 56.109(c), 
the consent form may be either of the 
following: 

(1) A written consent document that 
embodies the elements of informed 
consent required by § 50.25. This form 
may be read to the subject or the sub-
ject’s legally authorized representa-
tive, but, in any event, the investigator 
shall give either the subject or the rep-
resentative adequate opportunity to 
read it before it is signed. 

(2) A short form written consent docu-
ment stating that the elements of in-
formed consent required by § 50.25 have 
been presented orally to the subject or 
the subject’s legally authorized rep-
resentative. When this method is used, 
there shall be a witness to the oral 
presentation. Also, the IRB shall ap-
prove a written summary of what is to 
be said to the subject or the represent-
ative. Only the short form itself is to 
be signed by the subject or the rep-
resentative. However, the witness shall 
sign both the short form and a copy of 
the summary, and the person actually 
obtaining the consent shall sign a copy 
of the summary. A copy of the sum-
mary shall be given to the subject or 
the representative in addition to a 
copy of the short form. 

[46 FR 8951, Jan. 27, 1981, as amended at 61 
FR 57280, Nov. 5, 1996] 

Subpart C [Reserved] 

Subpart D—Additional Safeguards 
for Children in Clinical Inves-
tigations 

SOURCE: 66 FR 20598, Apr. 24, 2001, unless 
otherwise noted. 

§ 50.50 IRB duties. 

In addition to other responsibilities 
assigned to IRBs under this part and 
part 56 of this chapter, each IRB must 
review clinical investigations involving 
children as subjects covered by this 
subpart D and approve only those clin-
ical investigations that satisfy the cri-
teria described in § 50.51, § 50.52, or 
§ 50.53 and the conditions of all other 
applicable sections of this subpart D. 
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