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that changes in approved research, dur-
ing the period for which IRB approval 
has already been given, may not be ini-
tiated without IRB review and ap-
proval except where necessary to elimi-
nate apparent immediate hazards to 
the human subjects. 

(b) Follow written procedures for en-
suring prompt reporting to the IRB, 
appropriate institutional officials, and 
the Food and Drug Administration of: 
(1) Any unanticipated problems involv-
ing risks to human subjects or others; 
(2) any instance of serious or con-
tinuing noncompliance with these reg-
ulations or the requirements or deter-
minations of the IRB; or (3) any sus-
pension or termination of IRB ap-
proval. 

(c) Except when an expedited review 
procedure is used (see § 56.110), review 
proposed research at convened meet-
ings at which a majority of the mem-
bers of the IRB are present, including 
at least one member whose primary 
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 
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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]

§ 56.110 Expedited review procedures 
for certain kinds of research involv-
ing no more than minimal risk, and 
for minor changes in approved re-
search. 

(a) The Food and Drug Administra-
tion has established, and published in 
the FEDERAL REGISTER, a list of cat-
egories of research that may be re-
viewed by the IRB through an expe-
dited review procedure. The list will be 
amended, as appropriate, through peri-
odic republication in the FEDERAL REG-
ISTER.

(b) An IRB may use the expedited re-
view procedure to review either or both 
of the following: (1) Some or all of the 
research appearing on the list and 
found by the reviewer(s) to involve no 
more than minimal risk, (2) minor 
changes in previously approved re-
search during the period (of 1 year or 
less) for which approval is authorized. 
Under an expedited review procedure, 
the review may be carried out by the 
IRB chairperson or by one or more ex-
perienced reviewers designated by the 
IRB chairperson from among the mem-
bers of the IRB. In reviewing the re-
search, the reviewers may exercise all 
of the authorities of the IRB except 
that the reviewers may not disapprove 
the research. A research activity may 
be disapproved only after review in ac-
cordance with the nonexpedited review 
procedure set forth in § 56.108(c). 

(c) Each IRB which uses an expedited 
review procedure shall adopt a method 
for keeping all members advised of re-

search proposals which have been ap-
proved under the procedure. 

(d) The Food and Drug Administra-
tion may restrict, suspend, or termi-
nate an institution’s or IRB’s use of 
the expedited review procedure when 
necessary to protect the rights or wel-
fare of subjects. 

[46 FR 8975, Jan. 27, 1981, as amended at 56 
FR 28029, June 18, 1991]

§ 56.111 Criteria for IRB approval of 
research. 

(a) In order to approve research cov-
ered by these regulations the IRB shall 
determine that all of the following re-
quirements are satisfied: 

(1) Risks to subjects are minimized: 
(i) By using procedures which are con-
sistent with sound research design and 
which do not unnecessarily expose sub-
jects to risk, and (ii) whenever appro-
priate, by using procedures already 
being performed on the subjects for di-
agnostic or treatment purposes. 

(2) Risks to subjects are reasonable 
in relation to anticipated benefits, if 
any, to subjects, and the importance of 
the knowledge that may be expected to 
result. In evaluating risks and benefits, 
the IRB should consider only those 
risks and benefits that may result from 
the research (as distinguished from 
risks and benefits of therapies that 
subjects would receive even if not par-
ticipating in the research). The IRB 
should not consider possible long-range 
effects of applying knowledge gained in 
the research (for example, the possible 
effects of the research on public policy) 
as among those research risks that fall 
within the purview of its responsi-
bility. 

(3) Selection of subjects is equitable. 
In making this assessment the IRB 
should take into account the purposes 
of the research and the setting in 
which the research will be conducted 
and should be particularly cognizant of 
the special problems of research in-
volving vulnerable populations, such as 
children, prisoners, pregnant women, 
handicapped, or mentally disabled per-
sons, or economically or educationally 
disadvantaged persons. 

(4) Informed consent will be sought 
from each prospective subject or the 

VerDate Jan<31>2003 09:24 Apr 09, 2003 Jkt 200063 PO 00000 Frm 00304 Fmt 8010 Sfmt 8010 Y:\SGML\200063T.XXX 200063T


