
109 

Office of the Secretary of Transportation § 11.109 

(iii) Ensuring prompt reporting to 
the IRB of proposed changes in a re-
search activity, and for ensuring that 
investigators will conduct the research 
activity in accordance with the terms 
of the IRB approval until any proposed 
changes have been reviewed and ap-
proved by the IRB, except when nec-
essary to eliminate apparent imme-
diate hazards to the subject. 

(4) Establish and follow written pro-
cedures for ensuring prompt reporting 
to the IRB; appropriate institutional 
officials; the department or agency 
head; and the Office for Human Re-
search Protections, HHS, or any suc-
cessor office, or the equivalent office 
within the appropriate Federal depart-
ment or agency of 

(i) Any unanticipated problems in-
volving risks to subjects or others or 
any serious or continuing noncompli-
ance with this policy or the require-
ments or determinations of the IRB; 
and 

(ii) Any suspension or termination of 
IRB approval. 

(b) Except when an expedited review 
procedure is used (as described in 
§ 11.110), an IRB must review proposed 
research at convened meetings at 
which a majority of the members of the 
IRB are present, including at least one 
member whose primary concerns are in 
nonscientific areas. In order for the re-
search to be approved, it shall receive 
the approval of a majority of those 
members present at the meeting. 

(Approved by the Office of Management and 

Budget under Control Number 0990–0260) 

§ 11.109 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 this policy, including exempt re-
search activities under § 11.104 for 
which limited IRB review is a condi-
tion of exemption (under 
§ 11.104(d)(2)(iii), (d)(3)(i)(C), and (d)(7), 
and (8)). 

(b) An IRB shall require that infor-
mation given to subjects (or legally au-
thorized representatives, when appro-
priate) as part of informed consent is 
in accordance with § 11.116. The IRB 
may require that information, in addi-

tion to that specifically mentioned in 

§ 11.116, be given to the subjects when 

in the IRB’s judgment the information 

would meaningfully add to the protec-

tion of the rights and welfare of sub-

jects. 

(c) An IRB shall require documenta-

tion of informed consent or may waive 

documentation in accordance with 

§ 11.117. 

(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 § 11.109(f). 

(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 § 11.110; 

(ii) Research reviewed by the IRB in 

accordance with the limited IRB re-

view described in § 11.104(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) 
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