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(1) Initiating agency audits of the
data derived from the clinical investi-
gator in question;

(2) Requesting that the applicant
submit further analyses of data, e.g., to
evaluate the effect of the clinical in-
vestigator’s data on overall study out-
come;

(3) Requesting that the applicant
conduct additional independent studies
to confirm the results of the ques-
tioned study; and

(4) Refusing to treat the covered clin-
ical study as providing data that can
be the basis for an agency action.

§54.6 Recordkeeping and record re-
tention.

(a) Financial records of clinical inves-
tigators to be retained. An applicant who
has submitted a marketing application
containing covered clinical studies
shall keep on file certain information
pertaining to the financial interests of
clinical investigators who conducted
studies on which the application relies
and who are not full or part-time em-
ployees of the applicant, as follows:

(1) Complete records showing any fi-
nancial interest or arrangement as de-
scribed in §54.4(a)(3)(i) paid to such
clinical investigators by the sponsor of
the covered study.

(2) Complete records showing signifi-
cant payments of other sorts, as de-
scribed in §54.4(a)(3)(ii), made by the
sponsor of the covered clinical study to
the clinical investigator.

(3) Complete records showing any fi-
nancial interests held by clinical inves-
tigators as set forth in §54.4(a)(3)(iii)
and (a)(3)(iv).

(b) Requirements for maintenance of
clinical investigators’ financial records.
(1) For any application submitted for a
covered product, an applicant shall re-
tain records as described in paragraph
(a) of this section for 2 years after the
date of approval of the application.

(2) The person maintaining these
records shall, upon request from any
properly authorized officer or employee
of FDA, at reasonable times, permit
such officer or employee to have access
to and copy and verify these records.
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Subpart A—General Provisions

§56.101 Scope.

(a) This part contains the general
standards for the composition, oper-
ation, and responsibility of an Institu-
tional Review Board (IRB) that reviews
clinical investigations regulated by the
Food and Drug Administration under
sections 505(i) and 520(g) of the act, as
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