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(4) A statement certifying that:
(i) The individual certifying for the

firm has read the MDR requirements
under this part;

(ii) The firm has established a system
to implement MDR reporting;

(iii) Following the procedures of its
MDR reporting system, the reporting
site submitted the specified number of
reports, or no reports, during the cer-
tification period; and

(iv) The certification is made to the
best of the certifying official’s knowl-
edge and belief.

(d) The name of the manufacturer
and the registration number submitted
under paragraph (c)(1) of this section
shall be the same as the reporting site
that submitted the reports required by
§§ 803.52, 803.53, and 803.55. Multireport-
ing site manufacturers who choose to
certify centrally must identify the re-
porting sites, by registration number
and name covered by the certification,
and provide the information required
by paragraphs (c)(2) and (c)(3) of this
section for each reporting site.

[62 FR 13306, Mar. 20, 1997]

EFFECTIVE DATE NOTE: At 61 FR 38347,
July 23, 1996, § 803.57 was stayed indefinitely.

§ 803.58 Foreign manufacturers.

(a) Every foreign manufacturer
whose devices are distributed in the
United States shall designate a U.S.
agent to be responsible for reporting in
accordance with § 807.40 of this chapter.
The U.S. designated agent accepts re-
sponsibility for the duties that such
designation entails. Upon the effective
date of this regulation, foreign manu-
facturers shall inform FDA, by letter,
of the name and address of the U.S.
agent designated under this section
and § 807.40 of this chapter, and shall
update this information as necessary.
Such updated information shall be sub-
mitted to FDA, within 5 days of a
change in the designated agent infor-
mation.

(b) U.S.-designated agents of foreign
manufacturers are required to:

(1) Report to FDA in accordance with
§§ 803.50, 803.52, 803.53, 803.55, and 803.56;

(2) Conduct, or obtain from the for-
eign manufacturer the necessary infor-
mation regarding, the investigation

and evaluation of the event to comport
with the requirements of § 803.50;

(3) Certify in accordance with § 803.57;
(4) Forward MDR complaints to the

foreign manufacturer and maintain
documentation of this requirement;

(5) Maintain complaint files in ac-
cordance with § 803.18; and

(6) Register, list, and submit pre-
market notifications in accordance
with part 807 of this chapter.

EFFECTIVE DATE NOTE: At 61 FR 38347, July
23, 1996, § 803.58 was stayed indefinitely.

PART 804—MEDICAL DEVICE
DISTRIBUTOR REPORTING

Subpart A—General Provisions

Sec.
804.1 Scope.
804.3 Definitions.
804.9 Public availability of reports.

Subpart B—Reports and Records

804.25 Reports by distributors.
804.27 Where to submit a report.
804.28 Reporting form.
804.30 Annual certification.
804.31 Additional requirements.
804.32 Supplemental information.
804.33 Alternative reporting requirements.
804.34 Written MDR procedures.
804.35 Files.

AUTHORITY: 21 U.S.C. 352, 360, 360i, 360j, 371,
374.

SOURCE: 58 FR 46519, Sept. 1, 1993, unless
otherwise noted.

Subpart A—General Provisions

§ 804.1 Scope.
(a) FDA is requiring medical device

distributors to report deaths, serious
illnesses, and serious injuries that are
attributed to medical devices. Dis-
tributors are also required to report
certain device malfunctions and to sub-
mit a report to FDA annually certify-
ing the number of medical device re-
ports filed during the preceding year,
or that no reports were filed. These re-
ports enable FDA to protect the public
health by helping to ensure that de-
vices are not adulterated or mis-
branded and are otherwise safe and ef-
fective for their intended use. In addi-
tion, device distributors are required to
establish and maintain complaint files
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or incident files as described in § 804.35,
and to permit any authorized FDA em-
ployee at all reasonable times to have
access to, and to copy and verify, the
records contained in this file. This part
supplements, and does not supersede,
other provisions of this subchapter, in-
cluding the provisions of part 820 of
this chapter.

(b) References in this part to regu-
latory sections of the Code of Federal
Regulations are to chapter I of title 21,
unless otherwise noted.

§ 804.3 Definitions.
(a) Act means the Federal Food,

Drug, and Cosmetic Act.
(b)-(c) [Reserved]
(d) Distributor means any person, in-

cluding any person who imports a de-
vice into the United States, who fur-
thers the marketing of a device from
the original place of manufacture to
the person who makes final delivery or
sale to the ultimate user but who does
not repackage or otherwise change the
container, wrapper, or labeling of the
device or device package. One who re-
packages or otherwise changes the con-
tainer, wrapper, or labeling, is a manu-
facturer under § 804.3(k).

(e) Distributor Report Number means
the number that uniquely identifies
each report submitted by a distributor.
Distributors who receive or submit re-
ports shall use their seven digit FDA
registration number, calendar year
that the report is received, and a se-
quence number. For example, the com-
plete number will appear as follows:
1234567–1991–0001. Distributor report
numbers shall also be required on FDA
form 3500A.

(f) FDA means the Food and Drug Ad-
ministration.

(g) [Reserved]
(h) Incident files are those files con-

taining documents or other informa-
tion, which are related to adverse
events that may have been caused by a
device.

(i) Information that reasonably suggests
that there is a probability that a device
has caused or contributed to a death or
serious injury or serious illness means in-
formation, including professional, sci-
entific, or medical facts, observations,

or opinions, which would cause a rea-
sonable person to believe that a device
caused or contributed to a death, seri-
ous injury, or serious illness.

(j) Malfunction means the failure of a
device to meet any of its performance
specifications or otherwise to perform
as intended. Performance specifica-
tions include all claims made in the la-
beling for the device. The intended per-
formance of a device refers to the ob-
jective intent of the persons legally re-
sponsible for the labeling of the device.
The intent is determined by such per-
sons’ expressions or may be shown by
the circumstances surrounding the dis-
tribution of the device. This objective
intent may, for example, be shown by
labeling claims, advertising matter, or
oral or written statements by such per-
sons or their representatives. It also
may be shown by the circumstances
that the device is, with the knowledge
of such persons or their representa-
tives, offered and used to perform a
function for which it is neither labeled
nor advertised.

(k) Manufacturer means any person
who manufactures, prepares, propa-
gates, compounds, assembles, or proc-
esses a device chemically, physically,
biologically, or by other procedures.
The term includes any person who:

(1) Repackages or otherwise changes
the container, wrapper, or labeling of a
device in furtherance of the distribu-
tion of the device from the original
place of manufacture, to the person
who makes final delivery or sale to the
ultimate user or consumer;

(2) Initiates specifications for devices
that are manufactured by a second
party for subsequent distribution by
the person initiating the specifica-
tions; or

(3) Manufactures components or ac-
cessories which are devices that are
ready to be used and are intended to be
commercially distributed and are in-
tended to be used as is, or are processed
by a licensed practitioner or other
qualified person to meet the needs of a
particular patient.

(l) MDR means medical device report.
(m) MDR reportable event means:
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(1) The event for which a distributor,
other than an importer, required to re-
port under this part has received or be-
come aware of information that rea-
sonably suggests that there is a prob-
ability that a device has caused or con-
tributed to a death, serious illness, or
serious injury; or

(2) The event for which an importer
required to report under this part has
received or become aware of informa-
tion that reasonably suggests that a
device may have caused or contributed
to a death or serious injury; or

(3) A malfunction, for which a dis-
tributor, other than an importer, re-
quired to report under this part has re-
ceived or become aware of information
that reasonably suggests that there is
a probability that the device, if the
malfunction were to recur, would be
likely to cause or contribute to a
death, serious illness, or serious injury;
or

(4) A malfunction, for which an im-
porter required to report under this
part has received or become aware of
information that reasonably suggests
that a device has malfunctioned and
that such device or a similar device
would be likely to cause or contribute
to a death or serious injury if the mal-
function were to recur.

(n)-(p) [Reserved]
(q) Permanent means nonreversible

impairment or damage.
(r) Probability, probable, or probably

means, for purposes of this section,
that a person would have reason to be-
lieve, based upon an analysis of the
event and device, that the device has
caused or contributed to an adverse
event. This term does not signify sta-
tistical probability.

(s) A remedial action is any recall, re-
pair, modification, adjustment, relabel-
ing, destruction, inspection, patient
monitoring, notification, or any other
action relating to a device that is initi-
ated by a distributor, in response to in-
formation that it receives or otherwise
becomes aware of, that reasonably sug-
gests that one of its marketed devices
has caused or contributed to an MDR
reportable event.

(t) Serious illness means an event
that:

(1) Is life threatening;

(2) Results in permanent impairment
of a body function or permanent dam-
age to the body structure; or

(3) Necessitates immediate medical
or surgical intervention to preclude
permanent impairment of a body func-
tion or permanent damage to a body
structure.

(u) Serious injury means an event
that:

(1) Is life threatening;
(2) Results in permanent impairment

of a body function or permanent dam-
age to a body structure, or

(3) Necessitates medical or surgical
intervention to preclude permanent
impairment of a body function or per-
manent damage to a body structure.

(v) [Reserved]
(w) Work day means Monday through

Friday excluding Federal holidays.
Federal holidays include New Year’s
Day, Martin Luther King Jr.’s Birth-
day, Presidents’ Day, Memorial Day,
Independence Day, Labor Day, Colum-
bus Day, Veterans Day, Thanksgiving
Day, and Christmas Day.

(x) Any term defined in section 201 of
the act shall have the same definition
unless otherwise defined in this part.

§ 804.9 Public availability of reports.

(a) Any report, including any FDA
record of a telephone report, submitted
under this part is available for public
disclosure in accordance with part 20 of
this chapter.

(b) Before public disclosure of a re-
port, FDA will delete from the report:

(1) Any information that constitutes
trade secret or confidential commer-
cial or financial information under
§ 20.61 of this chapter; and

(2) Any personnel, medical, and simi-
lar information, including the serial
numbers of implanted devices, which
would constitute a clearly unwarranted
invasion of personal privacy under
§ 20.63 of this chapter; provided, that,
except for the information under § 20.61
of this chapter, FDA will disclose to a
patient who requests a report all the
information in the report concerning
that patient.
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Subpart B—Reports and Records
§ 804.25 Reports by distributors.

(a)(1) A distributor, other than an
importer, shall submit to FDA a re-
port, and a copy of such report to the
manufacturer, containing the informa-
tion required by § 804.28 on FDA form
3500A as soon as practicable, but not
later than 10 working days after the
distributor receives or otherwise be-
comes aware of information from any
source, including user facilities, indi-
viduals, or medical or scientific lit-
erature, whether published or unpub-
lished, that reasonably suggests that
there is a probability that a device
marketed by the distributor has caused
or contributed to a death, serious ill-
ness, or serious injury.

(2) An importer shall submit to FDA
a report, and a copy of such report to
the manufacturer, containing the in-
formation required by § 804.28 on FDA
form 3500A as soon as practicable, but
not later than 10 working days after
the importer receives or otherwise be-
comes aware of information from any
source, including user facilities, indi-
viduals, or medical or scientific lit-
erature, whether published or unpub-
lished, that reasonably suggests that
one of its marketed devices may have
caused or contributed to a death or se-
rious injury.

(b)(1) A distributor, other than an
importer, shall submit to the manufac-
turer a report containing information
required by § 804.28 on FDA form 3500A,
as soon as practicable, but not later
than 10 working days after the dis-
tributor receives or otherwise becomes
aware of information from any source,
including user facilities, individuals, or
through the distributor’s own research,
testing, evaluation, servicing, or main-
tenance of one of its devices, that one
of the devices marketed by the dis-
tributor has malfunctioned and such
information reasonably suggests that
there is a probability that the device or
any other device marketed by the dis-
tributor would cause a death, serious
illness, or serious injury, if the mal-
function were to recur.

(2) An importer shall submit to the
manufacturer a report containing in-
formation required by § 804.28 on FDA
form 3500A, as soon as practicable, but

not later than 10 working days after
the importer receives or otherwise be-
comes aware of information from any
source, including user facilities, indi-
viduals, or through the distributor’s
own research, testing, evaluation, serv-
icing, or maintenance of one of its de-
vices, that one of the devices marketed
by the importer has malfunctioned and
that such device or a similar device
marketed by the importer would be
likely to cause or contribute to a death
or serious injury if the malfunction
were to recur.

(c) Distributors as defined in part 897
of this chapter shall submit medical
device reports concerning cigarettes
and smokeless tobacco under this part
only for adverse events related to con-
tamination.

[58 FR 46519, Sept. 1, 1993, as amended at 61
FR 44615, Aug. 28, 1996]

§ 804.27 Where to submit a report.

(a) Any telephone report required
under this part shall be provided to
301–427–7500.

(b) Any facsimile report required
under this part shall be provided to
301–881–6670.

(c) Any written report or additional
information required under this part
shall be submitted to:

Food and Drug Administration,
Center for Devices and Radiological

Health,
Distributor Report,
P.O. Box 3002,
Rockville, MD 20847–3002.

§ 804.28 Reporting form.

(a) Each distributor that submits a
report on an MDR reportable event
shall complete and submit the applica-
ble portions of FDA form 3500A in so
far as the information is known or
should be known to the distributor,
and submit it to FDA, and to the man-
ufacturer as required by § 804.25.

(b) Each distributor shall submit the
information requested on FDA form
3500A, including:

(1) Identification of the source of the
report.

(i) Type of source that reported the
event to thedistributor (e.g., lay user
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owner; lay user lessee, hospital, nurs-
ing home, outpatient diagnostic facil-
ity, outpatient treatment facility, am-
bulatory surgical facility);

(ii) Distributor report number;
(iii) Name, address, and telephone

number of the reporting distributor
and the source that reported the event
to the distributor; and

(iv) Name of the manufacturer of the
device.

(2) Date information.
(i) The date of the occurrence of the

event;
(ii) The date the source that reported

the event to the distributor became
aware of the event;

(iii) The date the event was reported
to the manufacturer and/or FDA; and

(iv) The date of this report.
(3) The type of MDR reportable

event, e.g., death, serious illness, seri-
ous injury, or malfunction, and wheth-
er an imminent hazard was involved;

(4) Patient information including
age, sex, diagnosis, and medical status
immediately prior to the event and
after the event;

(5) Device information including
brand and labeled name, generic name,
model number or catalog number or
other identifying numbers, serial num-
ber or lot number, purchase date, ex-
pected shelf life/expiration date (if ap-
plicable), whether the device was la-
beled for single use, and date of im-
plant (if applicable);

(6) Maintenance/service information
data including the last date of service
performed on the device, where service
was performed, whether service docu-
mentation is available, and whether
service was in accordance with the
service schedule;

(7) Whether the device is available
for evaluation and, if not, the disposi-
tion of the device;

(8) Description of the event.
(i) Who was operating or using the

device when the eventoccurred;
(ii) Whether the device was being

used as labeled or as otherwise in-
tended;

(iii) The location of the event;
(iv) Whether there was multi-patient

involvement, and if so, how many pa-
tients were involved;

(v) A list of any other devices whose
performance may have contributed to

the event and their manufacturers, and
the results of any analysis or evalua-
tion with respect to such device (or a
statement of why no analysis or eval-
uation was performed); and

(vi) A complete description of the
event including, but not limited to,
what happened, how the device was in-
volved, the nature of the problem, pa-
tient followup/treatment required, and
any environmental conditions that
may have influenced the event.

(9) The results of any analysis of the
device and the event, including:

(i) The method of evaluation or an
explanation of why no evaluation was
necessary or possible;

(ii) The results and conclusions of the
evaluation;

(iii) The corrective actions taken;
and

(iv) The degree of certainty concern-
ing whether the device caused or con-
tributed to the reported event;

(10) The name, title, address, tele-
phone number, and signature of the
person who prepared the report.

§ 804.30 Annual certification.
(a) All distributors required to report

under this section shall submit an an-
nual certification report to FDA, on
FDA Form 3381, or electronic equiva-
lent as approved under § 803.14 of this
chapter. The date for submission of
certification coincides with the date
for the firm’s annual registration, as
designated in § 807.21 of this chapter.
The certification period will be the 12-
month period ending 1 month before
the certification date, except that the
first certification period shall cover at
least a 6-month period from the effec-
tive date of this section, ending 1
month before the certification date.

(b) The distributor shall designate, as
the certifying official, an individual
with oversight responsibilities for, and
knowledge of, the firm’s MDR report-
ing system. A distributor may deter-
mine, based upon its organizational
structure, that one individual cannot
oversee or have complete knowledge of
the operation of the reporting system
at all organizational components or
distribution sites owned by the firm. In
this circumstance, the firm may des-
ignate more than one certifying offi-
cial (one for each component or site),
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each of whom will sign a certification
statement pertaining to their respec-
tive identified organizational compo-
nent(s) or site(s), provided that all or-
ganizational components and sites are
covered under a certification state-
ment.

(c) The report shall contain the fol-
lowing information:

(1) Name, address, and FDA registra-
tion number or FDA assigned identi-
fication number of the firm;

(2) Name, title, address, telephone
number, signature, and date of signa-
ture of the person making the certifi-
cation;

(3) Name, address, and FDA registra-
tion number or FDA assigned identi-
fication number for the distributor
covered by the certification, and the
number of reports submitted for de-
vices distributed by the distributor;

(4) A statement certifying that:
(i) The individual certifying for the

firm has read the MDR requirements
under part 804;

(ii) The firm has established a system
to implement MDR reporting;

(iii) Following the procedures of its
MDR reporting system, the firm sub-
mitted the specified number of reports,
or no reports, during the certification
period; and

(iv) The certification is made to the
best of the certifying official’s knowl-
edge and belief.

[62 FR 13306, Mar. 20, 1997]

§ 804.31 Additional requirements.
Requests for additional information.

If FDA determines that the protection
of the public health requires informa-
tion in addition to that included in the
medical device reports submitted to
FDA under this part, the distributor
shall, upon FDA’s request, submit such
additional information. Any request by
FDA under this section shall state the
reason or purpose for which the infor-
mation is being requested, and specify
a due date for the submission of such
information.

§ 804.32 Supplemental information.
(a) Only one MDR is required under

this part if the distributor becomes
aware, from more than one source, of
information concerning the same pa-
tient and the same event.

(b) An MDR that would otherwise be
required under this section is not re-
quired by the distributor if:

(1) The distributor determines that
the information received is erroneous
in that a death, serious injury, serious
illness, or the malfunction did not
occur; or

(2) The distributor determines that
the information received is erroneous
in that the device that is the subject of
the information was distributed by an-
other distributor. A distributor shall
forward to FDA any report that is erro-
neously sent to the distributor, with a
cover letter explaining that the prod-
uct in question is not distributed by
that firm.

(c) A report or information submitted
by a distributor under this part (and
any release by FDA of that report or
information) does not necessarily re-
flect a conclusion by the party submit-
ting the report or by FDA that the re-
port or information constitutes an ad-
mission that the device, the establish-
ment submitting the report, or employ-
ees thereof, caused or contributed to a
death, serious injury, serious illness, or
malfunction. A distributor need not
admit, and may deny, that the report
or information submitted under this
part constitutes an admission that the
device, the party submitting the re-
port, or employees thereof, caused or
contributed to a death or serious in-
jury, serious illness, or malfunction.

§ 804.33 Alternative reporting require-
ments.

(a) Distributors may request exemp-
tions from any or all of the reporting
requirements in this part. These re-
quests are required to be in writing and
to include both the information nec-
essary to identify the firm and device
and an explanation why the request is
justified.

(b) FDA may grant a distributor, in
writing, an exemption from any or all
of the reporting requirements in this
part and may change the frequency of
reporting to quarterly, semiannually,
annually, or other appropriate time pe-
riods. In granting such exemptions,
FDA may impose other reporting re-
quirements to ensure the protection of
public health and safety. FDA may also
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authorize the use of alternative report-
ing media such as magnetic tape or
disk, in lieu of FDA forms.

(c) FDA may revoke alternative re-
porting options, in writing, if FDA de-
termines that protection of the public
health justifies a return to the require-
ments as stated in this part.

§ 804.34 Written MDR procedures.

Device distributors shall maintain
and implement written MDR proce-
dures in the following areas:

(a) Training and education programs
informing employees about obligations
under this section, including how to
identify and report MDR reportable
events;

(b) Internal systems that provide for
timely and effective identification,
communication, and evaluation of
events that may be subject to MDR re-
quirements, a standardized review
process/procedure for determining
when an event meets the criteria for
reporting under this part, and timely
transmission of complete MDR’s to
FDA and/or manufacturers; and

(c) Documentation and recordkeeping
requirements for:

(1) Information that may be the sub-
ject of an MDR;

(2) All MDR’s and information sub-
mitted to FDA and manufacturers;

(3) Information that facilitates the
submission of certification reports; and

(4) Systems that ensure access to in-
formation that facilitates timely fol-
lowup and inspection by FDA.

§ 804.35 Files.

(a) A device distributor shall estab-
lish a device complaint file in accord-
ance with § 820.198 of this chapter and
maintain a record of any information,
including any written or oral commu-
nication, received by the distributor
concerning all events that were consid-
ered for possible reporting under this
part. Device incident records shall be
prominently identified as such and
shall be filed by device. The file shall
also contain a copy of any MDR along
with any additional information sub-
mitted to FDA under this part. A dis-
tributor shall maintain records that
document the submission of copies of
MDR’s to manufacturers.

(b) A device distributor shall retain
copies of the records required to be
maintained under this section for a pe-
riod of 2 years from the date that the
report or additional information is sub-
mitted to FDA under § 804.25, or for a
period of time equivalent to the design
and expected life of the device, which-
ever is greater, even if the distributor
has ceased to distribute the device that
is the subject of the report or the addi-
tional information.

(c) A device distributor shall main-
tain the device complaint files estab-
lished under this section at the dis-
tributor’s principal business establish-
ment. A distributor that is also a man-
ufacturer may maintain the file at the
same location as the manufacturer
maintains its complaint file under
§§ 820.180 and 820.198 of this chapter. A
device distributor shall permit any au-
thorized FDA employee, during all rea-
sonable times, to have access to, and to
copy and verify, the records required
by this part.

PART 805—CARDIAC PACEMAKER
REGISTRY

Subpart A—General Provisions

Sec.
805.1 Scope.
805.3 Definitions.

Subpart B—Submission of Information

805.10 Submission of information by physi-
cians and providers.

805.20 How to submit information.
805.25 Confidentiality.

AUTHORITY: 42 U.S.C. 1395y(h), 1395y note.

SOURCE: 52 FR 27763, July 23, 1987, unless
otherwise noted.

Subpart A—General Provisions
§ 805.1 Scope.

(a) This part provides for a nation-
wide cardiac pacemaker registry and
requires any physician and any pro-
vider of services who requests or re-
ceives payment from Medicare for the
implantation, removal, or replacement
of permanent cardiac pacemakers and
pacemaker leads to submit certain in-
formation to the registry. If the physi-
cian or the provider of services does
not submit the information according
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