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Food and Drug Administration, HHS § 56.109 

concerns are in nonscientific areas. In 
order for the research to be approved, 
it shall receive the approval of a ma-
jority of those members present at the 
meeting. 

[46 FR 8975, Jan. 27, 1981, as amended at 56 
FR 28028, June 18, 1991; 67 FR 9585, Mar. 4, 
2002] 

§ 56.109 IRB review of research. 
(a) An IRB shall review and have au-

thority to approve, require modifica-
tions in (to secure approval), or dis-
approve all research activities covered 
by these regulations. 

(b) An IRB shall require that infor-
mation given to subjects as part of in-
formed consent is in accordance with 
§ 50.25. The IRB may require that infor-
mation, in addition to that specifically 
mentioned in § 50.25, be given to the 
subjects when in the IRB’s judgment 
the information would meaningfully 
add to the protection of the rights and 
welfare of subjects. 

(c) An IRB shall require documenta-
tion of informed consent in accordance 
with § 50.27 of this chapter, except as 
follows: 

(1) The IRB may, for some or all sub-
jects, waive the requirement that the 
subject, or the subject’s legally author-
ized representative, sign a written con-
sent form if it finds that the research 
presents no more than minimal risk of 
harm to subjects and involves no proce-
dures for which written consent is nor-
mally required outside the research 
context; or 

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

(d) In cases where the documentation 
requirement is waived under paragraph 
(c)(1) of this section, the IRB may re-
quire the investigator to provide sub-
jects with a written statement regard-
ing the research. 

(e) An IRB shall notify investigators 
and the institution in writing of its de-
cision to approve or disapprove the pro-
posed research activity, or of modifica-
tions required to secure IRB approval 
of the research activity. If the IRB de-
cides to disapprove a research activity, 
it shall include in its written notifica-
tion a statement of the reasons for its 

decision and give the investigator an 
opportunity to respond in person or in 
writing. For investigations involving 
an exception to informed consent under 
§ 50.24 of this chapter, an IRB shall 
promptly notify in writing the investi-
gator and the sponsor of the research 
when an IRB determines that it cannot 
approve the research because it does 
not meet the criteria in the exception 
provided under § 50.24(a) of this chapter 
or because of other relevant ethical 
concerns. The written notification 
shall include a statement of the rea-
sons for the IRB’s determination. 

(f) An IRB shall conduct continuing 
review of research covered by these 
regulations at intervals appropriate to 
the degree of risk, but not less than 
once per year, and shall have authority 
to observe or have a third party ob-
serve the consent process and the re-
search. 

(g) An IRB shall provide in writing to 
the sponsor of research involving an 
exception to informed consent under 
§ 50.24 of this chapter a copy of infor-
mation that has been publicly disclosed 
under § 50.24(a)(7)(ii) and (a)(7)(iii) of 
this chapter. The IRB shall provide 
this information to the sponsor 
promptly so that the sponsor is aware 
that such disclosure has occurred. 
Upon receipt, the sponsor shall provide 
copies of the information disclosed to 
FDA. 

(h) When some or all of the subjects 
in a study are children, an IRB must 
determine that the research study is in 
compliance with part 50, subpart D of 
this chapter, at the time of its initial 
review of the research. When some or 
all of the subjects in a study that is on-
going on April 30, 2001 are children, an 
IRB must conduct a review of the re-
search to determine compliance with 
part 50, subpart D of this chapter, ei-
ther at the time of continuing review 
or, at the discretion of the IRB, at an 
earlier date. 

[46 FR 8975, Jan. 27, 1981, as amended at 61 
FR 51529, Oct. 2, 1996; 66 FR 20599, Apr. 24, 
2001] 
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