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documentation in accordance with 
§ 1028.117. 

(d) 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. 

(e) An IRB shall conduct continuing 
review of research requiring review by 
the convened IRB at intervals appro-
priate to the degree of risk, not less 
than once per year, except as described 
in paragraph (f) of this section. 

(f)(1) Unless an IRB determines oth-
erwise, continuing review of research is 
not required in the following cir-
cumstances: 

(i) Research eligible for expedited re-
view in accordance with § 1028.110; 

(ii) Research reviewed by the IRB in 
accordance with the limited IRB re-
view described in § 1028.104(d)(2)(iii), 
(d)(3)(i)(C), or (d)(7) or (8); 

(iii) Research that has progressed to 
the point that it involves only one or 
both of the following, which are part of 
the IRB-approved study: 

(A) Data analysis, including analysis 
of identifiable private information or 
identifiable biospecimens, or 

(B) Accessing follow-up clinical data 
from procedures that subjects would 
undergo as part of clinical care. 

(2) [Reserved] 
(g) An IRB shall have authority to 

observe or have a third party observe 
the consent process and the research. 

(Approved by the Office of Management and 
Budget under Control Number 0990–0260) 

§ 1028.110 Expedited review proce-
dures for certain kinds of research 
involving no more than minimal 
risk, and for minor changes in ap-
proved research. 

(a) The Secretary of HHS has estab-
lished, and published as a Notice in the 
FEDERAL REGISTER, a list of categories 
of research that may be reviewed by 
the IRB through an expedited review 
procedure. The Secretary will evaluate 
the list at least every 8 years and 

amend it, as appropriate, after con-
sultation with other Federal depart-
ments and agencies and after publica-
tion in the FEDERAL REGISTER for pub-
lic comment. A copy of the list is 
available from the Office for Human 
Research Protections, HHS, or any suc-
cessor office. 

(b)(1) An IRB may use the expedited 
review procedure to review the fol-
lowing: 

(i) Some or all of the research ap-
pearing on the list described in para-
graph (a) of this section, unless the re-
viewer determines that the study in-
volves more than minimal risk; 

(ii) Minor changes in previously ap-
proved research during the period for 
which approval is authorized; or 

(iii) Research for which limited IRB 
review is a condition of exemption 
under § 1028.104(d)(2)(iii), (d)(3)(i)(C), 
and (d)(7) and (8). 

(2) Under an expedited review proce-
dure, the review may be carried out by 
the IRB chairperson or by one or more 
experienced reviewers designated by 
the chairperson from among members 
of the IRB. In reviewing the research, 
the reviewers may exercise all of the 
authorities of the IRB except that the 
reviewers may not disapprove the re-
search. A research activity may be dis-
approved only after review in accord-
ance with the nonexpedited procedure 
set forth in § 1028.108(b). 

(c) Each IRB that uses an expedited 
review procedure shall adopt a method 
for keeping all members advised of re-
search proposals that have been ap-
proved under the procedure. 

(d) The department or agency head 
may restrict, suspend, terminate, or 
choose not to authorize an institu-
tion’s or IRB’s use of the expedited re-
view procedure. 

§ 1028.111 Criteria for IRB approval of 
research. 

(a) In order to approve research cov-
ered by this policy the IRB shall deter-
mine that all of the following require-
ments are satisfied: 

(1) Risks to subjects are minimized: 
(i) By using procedures that are con-

sistent with sound research design and 
that do not unnecessarily expose sub-
jects to risk, and 
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