
21 U.S. Code § 360i
Records and reports on devices

(a) General rule
Every person who is a manufacturer or importer of a device intended for human use shall establish and
maintain such records, make such reports, and provide such information, as the Secretary may by regulation
reasonably require to assure that such device is not adulterated or misbranded and to otherwise assure its
safety and effectiveness. Regulations prescribed under the preceding sentence—

(1) shall require a device manufacturer or importer to report to the Secretary whenever the manufacturer or
importer receives or otherwise becomes aware of information that reasonably suggests that one of its
marketed devices—

(A) may have caused or contributed to a death or serious injury, or

(B) has malfunctioned and that such device or a similar device marketed by the manufacturer or importer
would be likely to cause or contribute to a death or serious injury if the malfunction were to recur, which
report under this subparagraph—

(i) shall be submitted in accordance with part 803 of title 21, Code of Federal Regulations (or successor
regulations), unless the Secretary grants an exemption or variance from, or an alternative to, a
requirement under such regulations pursuant to section 803.19 of such part, if the device involved is—

(I) a class III device;

(II) a class II device that is permanently implantable, is life supporting, or is life sustaining; or

(III) a type of device which the Secretary has, by notice published in the Federal Register or letter to the
person who is the manufacturer or importer of the device, indicated should be subject to such part 803
in order to protect the public health;

(ii) shall, if the device is not subject to clause (i), be submitted in accordance with criteria established by
the Secretary for reports made pursuant to this clause, which criteria shall require the reports to be in
summary form and made on a quarterly basis; or

(iii) shall, if the device is imported into the United States and for which part 803 of title 21, Code of
Federal Regulations (or successor regulations) requires an importer to submit a report to the
manufacturer, be submitted by the importer to the manufacturer in accordance with part 803 of title 21,

Code of Federal Regulations (or successor regulations) [1]

(2) shall define the term “serious injury” to mean an injury that—

(A) is life threatening,

(B) results in permanent impairment of a body function or permanent damage to a body structure, or

(C) necessitates medical or surgical intervention to preclude permanent impairment of a body function or
permanent damage to a body structure;

(3) shall require reporting of other significant adverse device experiences as determined by the Secretary to
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be necessary to be reported;

(4) shall not impose requirements unduly burdensome to a device manufacturer or importer taking into
account his cost of complying with such requirements and the need for the protection of the public health
and the implementation of this chapter;

(5) which prescribe the procedure for making requests for reports or information shall require that each
request made under such regulations for submission of a report or information to the Secretary state the
reason or purpose for such request and identify to the fullest extent practicable such report or information;

(6) which require submission of a report or information to the Secretary shall state the reason or purpose for
the submission of such report or information and identify to the fullest extent practicable such report or
information;

(7) may not require that the identity of any patient be disclosed in records, reports, or information required
under this subsection unless required for the medical welfare of an individual, to determine the safety or
effectiveness of a device, or to verify a record, report, or information submitted under this chapter; and

(8) may not require a manufacturer or importer of a class I device to—

(A) maintain for such a device records respecting information not in the possession of the manufacturer or
importer, or

(B) to submit for such a device to the Secretary any report or information—

(i) not in the possession of the manufacturer or importer, or

(ii) on a periodic basis,

unless such report or information is necessary to determine if the device should be reclassified or if the

device is adulterated or misbranded. and [2]

In prescribing such regulations, the Secretary shall have due regard for the professional ethics of the medical
profession and the interests of patients. The prohibitions of paragraph (7) of this subsection continue to apply
to records, reports, and information concerning any individual who has been a patient, irrespective of whether
or when he ceases to be a patient. The Secretary shall by regulation require distributors to keep records and
make such records available to the Secretary upon request. Paragraphs (4) and (8) apply to distributors to the
same extent and in the same manner as such paragraphs apply to manufacturers and importers.
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