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appropriate institutional officials, and 
the department or agency head. 

(Approved by the Office of Management and 
Budget under control number 9999–0020)

§ 46.114 Cooperative research. 
Cooperative research projects are 

those projects covered by this policy 
which involve more than one institu-
tion. In the conduct of cooperative re-
search projects, each institution is re-
sponsible for safeguarding the rights 
and welfare of human subjects and for 
complying with this policy. With the 
approval of the department or agency 
head, an institution participating in a 
cooperative project may enter into a 
joint review arrangement, rely upon 
the review of another qualified IRB, or 
make similar arrangements for avoid-
ing duplication of effort.

§ 46.115 IRB records. 
(a) An institution, or when appro-

priate an IRB, shall prepare and main-
tain adequate documentation of IRB 
activities, including the following: 

(1) Copies of all research proposals re-
viewed, scientific evaluations, if any, 
that accompany the proposals, ap-
proved sample consent documents, 
progress reports submitted by inves-
tigators, and reports of injuries to sub-
jects. 

(2) Minutes of IRB meetings which 
shall be in sufficient detail to show at-
tendance at the meetings; actions 
taken by the IRB; the vote on these ac-
tions including the number of members 
voting for, against, and abstaining; the 
basis for requiring changes in or dis-
approving research; and a written sum-
mary of the discussion of controverted 
issues and their resolution. 

(3) Records of continuing review ac-
tivities. 

(4) Copies of all correspondence be-
tween the IRB and the investigators. 

(5) A list of IRB members in the same 
detail as described is § 46.103(b)(3). 

(6) Written procedures for the IRB in 
the same detail as described in 
§ 46.103(b)(4) and § 46.103(b)(5). 

(7) Statements of significant new 
findings provided to subjects, as re-
quired by § 46.116(b)(5). 

(b) The records required by this pol-
icy shall be retained for at least 3 
years, and records relating to research 

which is conducted shall be retained 
for at least 3 years after completion of 
the research. All records shall be acces-
sible for inspection and copying by au-
thorized representatives of the depart-
ment or agency at reasonable times 
and in a reasonable manner. 

(Approved by the Office of Management and 
Budget under control number 9999–0020)

§ 46.116 General requirements for in-
formed consent. 

Except as provided elsewhere in this 
policy, no investigator may involve a 
human being as a subject in research 
covered by this policy unless the inves-
tigator has obtained the legally effec-
tive informed consent of the subject or 
the subject’s legally authorized rep-
resentative. An investigator shall seek 
such consent only under circumstances 
that provide the prospective subject or 
the representative sufficient oppor-
tunity to consider whether or not to 
participate and that minimize the pos-
sibility of coercion or undue influence. 
The information that is given to the 
subject or the representative shall be 
in language understandable to the sub-
ject or the representative. No informed 
consent, whether oral or written, may 
include any exculpatory language 
through which the subject or the rep-
resentative is made to waive or appear 
to waive any of the subject’s legal 
rights, or releases or appears to release 
the investigator, the sponsor, the insti-
tution or its agents from liability for 
negligence. 

(a) Basic elements of informed con-
sent. Except as provided in paragraph 
(c) or (d) of this section, in seeking in-
formed consent the following informa-
tion shall be provided to each subject: 

(1) A statement that the study in-
volves research, an explanation of the 
purposes of the research and the ex-
pected duration of the subject’s partici-
pation, a description of the procedures 
to be followed, and identification of 
any procedures which are experi-
mental; 

(2) A description of any reasonably 
foreseeable risks or discomforts to the 
subject; 

(3) A description of any benefits to 
the subject or to others which may rea-
sonably be expected from the research; 
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