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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 
subject’s legally authorized representa-
tive, in accordance with and to the ex-
tent required by part 50. 

(5) Informed consent will be appro-
priately documented, in accordance 
with and to the extent required by 
§ 50.27. 

(6) Where appropriate, the research 
plan makes adequate provision for 
monitoring the data collected to en-
sure the safety of subjects. 

(7) Where appropriate, there are ade-
quate provisions to protect the privacy 
of subjects and to maintain the con-
fidentiality of data. 

(b) When some or all of the subjects, 
such as children, prisoners, pregnant 
women, handicapped, or mentally dis-
abled persons, or economically or edu-
cationally disadvantaged persons, are 
likely to be vulnerable to coercion or 
undue influence additional safeguards 
have been included in the study to pro-
tect the rights and welfare of these 
subjects. 

(c) In order to approve research in 
which some or all of the subjects are 
children, an IRB must determine that 
all research is in compliance with part 
50, subpart D of this chapter. 

[46 FR 8975, Jan. 27, 1981, as amended at 56 
FR 28029, June 18, 1991; 66 FR 20599, Apr. 24, 
2001] 

§ 56.112 Review by institution. 

Research covered by these regula-
tions that has been approved by an IRB 
may be subject to further appropriate 
review and approval or disapproval by 
officials of the institution. However, 
those officials may not approve the re-
search if it has not been approved by 
an IRB. 

§ 56.113 Suspension or termination of 
IRB approval of research. 

An IRB shall have authority to sus-
pend or terminate approval of research 
that is not being conducted in accord-
ance with the IRB’s requirements or 
that has been associated with unex-
pected serious harm to subjects. Any 
suspension or termination of approval 
shall include a statement of the rea-
sons for the IRB’s action and shall be 
reported promptly to the investigator, 
appropriate institutional officials, and 
the Food and Drug Administration. 

§ 56.114 Cooperative research. 

In complying with these regulations, 
institutions involved in multi-institu-
tional studies may use joint review, re-
liance upon the review of another 
qualified IRB, or similar arrangements 
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