§803.19

importers shall retain an MDR event
file relating to an adverse event for a
period of 2 years from the date of the
event or a period of time equivalent to
the expected life of the device, which-
ever is greater. MDR event files must
be maintained for the time periods de-
scribed in this paragraph even if the
device is no longer distributed.

(d)(1) A device distributor shall es-
tablish and maintain device complaint
records containing any incident infor-
mation, including any written, elec-
tronic, or oral communication, either
received by or generated by the firm,
that alleges deficiencies related to the
identity (e.g., labeling), quality, dura-
bility, reliability, safety, effectiveness,
or performance of a device. Informa-
tion regarding the evaluation of the al-
legations, if any, shall also be main-
tained in the incident record. Device
incident records shall be prominently
identified as such and shall be filed by
device, and may be maintained in writ-
ten or electronic form. Files main-
tained in electronic form must be
backed up.

(2) 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 of inclu-
sion of the record in the file or for a pe-
riod of time equivalent to the expected
life of the device, whichever is greater,
even if the distributor has ceased to
distribute the device that is the subject
of the record.

(3) 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.

(e) The manufacturer may maintain
MDR event files as part of its com-
plaint file, under §820.198 of this chap-
ter, provided that such records are
prominently identified as MDR report-
able events. A report submitted under
this subpart A shall not be considered
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to comply with this part unless the
event has been evaluated in accordance
with the requirements of §§820.162 and
820.198 of this chapter. MDR files shall
contain an explanation of why any in-
formation required by this part was
not submitted or could not be obtained.
The results of the evaluation of each
event are to be documented and main-
tained in the manufacturer’s MDR
event file.

[60 FR 63597, Dec. 11, 1995, as amended at 65
FR 4119, Jan. 26, 2000]

§803.19 Exemptions, variances, and al-
ternative reporting requirements.

(a) The following persons are exempt
from the reporting requirements under
this part.

(1) An individual who is a licensed
practitioner who prescribes or admin-
isters devices intended for use in hu-
mans and who manufactures or imports
devices solely for use in diagnosing and
treating persons with whom the practi-
tioner has a ‘‘physician-patient” rela-
tionship.

(2) An individual who manufactures
devices intended for use in humans
solely for such person’s use in research
or teaching and not for sale, including
any person who is subject to alter-
native reporting requirements under
the investigational device exemption
regulations, part 812 of this chapter,
which require reporting of all adverse
device effects.

(3) Dental laboratories,
laboratories.

(b) Manufacturers, importers, or user
facilities may request exemptions or
variances from any or all of the report-
ing requirements in this part. The re-
quest shall be in writing and include
information necessary to identify the
firm and device, a complete statement
of the request for exemption, variance,
or alternative reporting, and an expla-
nation why the request is justified.

(c) FDA may grant in writing, to a
manufacturer, importer, or user facil-
ity, an exemption, variance, or alter-
native from, or to, any or all of the re-
porting requirements in this part and
may change the frequency of reporting
to quarterly, semiannually, annually,
or other appropriate time period. These
modifications may be initiated by a re-
quest as specified in this section, or at
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the discretion of FDA. When granting
such modifications, FDA may impose
other reporting requirements to ensure
the protection of public health.

(d) FDA may revoke or modify in
writing an exemption, variance, or al-
ternative reporting requirements if
FDA determines that protection of the
public health justifies the modification
or a return to the requirements as stat-
ed in this part.

(e) Firms granted a reporting modi-
fication by FDA shall provide any re-
ports or information required by that
approval. The conditions of the ap-
proval will replace and supersede the
reporting requirement specified in this
part until such time that FDA revokes
or modifies the alternative reporting
requirements in accordance with para-
graph (d) of this section.

[60 FR 63597, Dec. 11, 1995, as amended at 61
FR 44615, Aug. 28, 1996; 65 FR 4119, Jan. 26,
2000; 66 FR 17136, Mar. 31, 2000; 66 FR 23157,
May 8, 2001]

Subpart B—Generally Applicable
Requirements for Individual
Adverse Event Reports

§803.20 How to report.

(a) Description of form. There are two
versions of the MEDWATCH form for
individual reports of adverse events.
FDA Form 3500 is available for use by
health professionals and consumers for
the submission of voluntary reports re-
garding FDA-regulated products. FDA
Form 3500A is the mandatory reporting
form to be used for submitting reports
by user facilities, importers, and manu-
facturers of FDA-regulated products.
The form has some sections that must
be completed by all reporters and other
sections that must be completed only
by the user facility, importer, or manu-
facturer.

(1) The front of FDA Form 3500A is to
be filled out by all reporters. The front
of the form requests information re-
garding the patient, the event, the de-
vice, and the ‘‘initial reporter’ (i.e.,
the first person or entity that sub-
mitted the information to the user fa-
cility, manufacturer, or importer).

(2) The back part of the form con-
tains sections to be completed by user
facilities, importers, and manufactur-
ers. User facilities and importers must
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complete section F; device manufactur-
ers must complete sections G and H.
Manufacturers are not required to re-
copy information submitted to them on
a Form 3500A unless the information is
being copied onto an electronic me-
dium. If the manufacturer corrects or
supplies information missing from the
other reporter’s 3500A form, it should
attach a copy of that form to the man-
ufacturer’s report form. If the informa-
tion from the other reporter’s 3500A
form is complete and correct, the man-
ufacturer can fill in the remaining in-
formation on the same form.

(b) Reporting standards. (1) User facili-
ties are required to submit MDR re-
ports to:

(i) The device manufacturer and to
FDA within 10 days of becoming aware
of information that reasonably sug-
gests that a device has or may have
caused or contributed to a death; or

(ii) The manufacturer within 10 days
of becoming aware of information that
reasonably suggests that a device has
or may have caused or contributed to a
serious injury. Such reports shall be
submitted to FDA if the device manu-
facturer is not known.

(2) Importers are required to submit
death and serious injury reports to
FDA and the device manufacturer and
submit malfunction reports to the
manufacturer only:

(i) Within 30 days of becoming aware
of information that reasonably sug-
gests that a device has or may have
caused or contributed to a death or se-
rious injury.

(ii) Within 30 days of receiving infor-
mation that a device marketed by the
importer has malfunctioned and that
such a device or a similar device mar-
keted by the importer would be likely
to cause or contribute to a death or se-
rious injury if the malfunction were to
recur.

(3) Manufacturers are required to
submit MDR reports to FDA:

(i) Within 30 days of becoming aware
of information that reasonably sug-
gests that a device may have caused or
contributed to a death or serious in-
jury; or

(ii) Within 30 days of becoming aware
of information that reasonably sug-
gests a device has malfunctioned and



