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Subpart A - General Provisions

(4
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§ 803.1 What does this part cover?

A%
§ 803.1 X/ A4 ?

(a) This part establishes the requirements for medical device
reporting for device user facilities, manufacturers, importers, and
distributors. If you are a device user facility, you must report deaths
and serious injuries that a device has or may have caused or
contributed to, establish and maintain adverse event files, and
submit summary annual reports. If you are a manufacturer or
importer, you must report deaths and serious injuries that your
device has or may have caused or contributed to, you must report
certain device malfunctions, and you must establish and maintain
adverse event files. If you are a manufacturer, you must also submit
specified followup. These reports help us to protect the public health
by helping to ensure that devices are not adulterated or misbranded
and are safe and effective for their intended use. If you are a medical
device distributor, you must maintain records (files) of incidents, but

you are not required to report these incidents.
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(b) This part supplements and does not supersede other provisions

of this chapter, including the provisions of part 820 of this chapter.
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(c) References in this part to regulatory sections of the Code of
Federal Regulations are to chapter | of title 21, unless otherwise

noted.
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§ 803.3 How does FDA define the terms used in this part?
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Some of the terms we use in this part are specific to medical device
reporting and reflect the language used in the statute (law). Other
terms are more general and reflect our interpretation of the law. This

section defines the following terms as used in this part:
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(a) Ambulatory surgical facility (ASF) means a distinct entity that
operates for the primary purpose of furnishing same day outpatient
surgical services to patients. An ASF may be either an independent
entity (i.e., not a part of a provider of services or any other facility) or
operated by another medical entity (e.g., under the common
ownership, licensure, or control of an entity). An ASF is subject to

this regulation regardless of whether it is licensed by a Federal,
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State, municipal, or local government or regardless of whether it is
accredited by a recognized accreditation organization. If an adverse
event meets the criteria for reporting, the ASF must report that event
regardless of the nature or location of the medical service provided
by the ASF.
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(b) Become aware means that an employee of the entity required to
report has acquired information that reasonably suggests a

reportable adverse event has occurred.
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(1) If you are a device user facility, you are considered to have
“become aware” when medical personnel, as defined in this section,
who are employed by or otherwise formally affiliated with your

facility, obtain information about a reportable event.

(1) R e A, A RHL
Jie FH B DA A 77 IR 2SR T LS 1
BR55 N G% (A g S0 3RAGH K]
A FAFRE BN, BRI &R
2,

(2) If you are a manufacturer, you are considered to have become
aware of an event when any of your employees becomes aware of a
reportable event that is required to be reported within 30 calendar
days or that is required to be reported within 5 work days because
we had requested reports in accordance with § 803.53(b). You are
also considered to have become aware of an event when any of
your employees with management or supervisory responsibilities
over persons with regulatory, scientific, or technical responsibilities,
or whose duties relate to the collection and reporting of adverse
events, becomes aware, from any information, including any trend
analysis, that a reportable MDR event or events necessitates
remedial action to prevent an unreasonable risk of substantial

harm to the public health.
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(3) If you are an importer, you are considered to have become aware
of an event when any of your employees becomes aware of a
reportable event that is required to be reported by you within 30

days.
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(c) Caused or contributed means that a death or serious injury was
or may have been attributed to a medical device, or that a medical
device was or may have been a factor in a death or serious injury,

including events occurring as a result of:
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(1) Failure,
(2) Malfunction,
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3) Improper or inadequate design,
4) Manufacture,
Labeling, or

6) User error.
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(3)
(4)
(5)
(6)
(d) Device user facility means a hospital, ambulatory surgical facility,
nursing home, outpatient diagnostic facility, or outpatient treatment

facility as defined in this section, which is not a physician's office, as

defined in this section. School nurse offices and employee health

units are not device user facilities.
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(e) Distributor means any person (other than the manufacturer or
importer) who furthers 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. If you repackage or otherwise change the container,
wrapper, or labeling, you are considered a manufacturer as defined

in this section.
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(f) Expected life of a device means the time that a device is expected
to remain functional after it is placed into use. Certain implanted
devices have specified “end of life” (EOL) dates. Other devices are
not labeled as to their respective EOL, but are expected to remain
operational through activities such as maintenance,

repairs, or upgrades, for an estimated period of time.
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(g) FDA, we, us, or Agency means the Food and Drug

Administration.
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(h) Five-day report means a medical device report that must be
submitted by a manufacturer to us under §803.53 within 5 work

days.
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(i) Hospital means a distinct entity that operates for the primary
purpose of providing diagnostic, therapeutic (such as medical,
occupational, speech, physical), surgical, and other patient services
for specific and general medical conditions. Hospitals include
general, chronic disease, rehabilitative, psychiatric, and other
special-purpose facilities. A hospital may be either independent
(e.g., not a part of a provider of services or any other facility) or may
be operated by another medical entity (e.g., under the common

ownership, licensure, or control of another entity). A hospital is
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covered by this regulation regardless of whether it is licensed by a
Federal, State, municipal or local government or whether it is
accredited by a recognized accreditation organization. If an adverse
event meets the criteria for reporting, the hospital must report that
event regardless of the nature or location of the medical service

provided by the hospital.
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(j) Importer means any person who imports a device into the United
States and who furthers 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. If you repackage or otherwise change the container,
wrapper, or labeling, you are considered a manufacturer as defined

in this section.
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(k) Malfunction means the failure of a device to meet its performance
specifications or otherwise perform as intended. Performance
specifications include all claims made in the labeling for the device.
The intended performance of a device refers to the intended use for
which the device is labeled or marketed, as defined in § 801.4 of this

chapter.
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(I) Manufacturer means any person who manufactures, prepares,
propagates, compounds, assembles, or processes a device by
chemical, physical, biological, or other procedure. The term includes

any person who either:
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(1) Repackages or otherwise changes the container, wrapper, or
labeling of a device in furtherance of the distribution of the device

from the original place of manufacture;
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(2) Initiates specifications for devices that are manufactured by a
second party for subsequent distribution by the person initiating the

specifications;
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(3) Manufactures components or accessories that are devices that
are ready to be used and are intended to be commercially distributed
and intended to be used as is, or are processed by a licensed
practitioner or other qualified person to meet the needs of a

particular patient; or
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(4) Is the U.S. agent of a foreign manufacturer.

(4) 72 Hh I il i 7 11 5% FEAQEE

(m) Manufacturer or importer report number. This number uniguely
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identifies each individual adverse event report submitted by a
manufacturer or importer. This number consists of the following

three parts:
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(1) The FDA registration number for the manufacturing site of the
reported device, or the registration number for the importer. If the
manufacturing site or the importer does not have an establishment
registration number, we will assign a temporary MDR reporting
number until the site is registered in accordance with part 807 of this
chapter. We will inform the manufacturer or importer of the

temporary MDR reporting number;
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(2) The four-digit calendar year in which the report is submitted; and

(2) PRAARE P E H PG4 A

(3) The five-digit sequence number of the reports submitted during
the year, starting with 00001. (For example, the complete number
will appear as follows: 1234567-2011-00001.)
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000017F4f. (B, SEEERIS T2 Il
F: 1234567-2011-00001. )

(n) MDR means medical device report.
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(o) MDR reportable event (or reportable event) means:
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(1) An event that user facilities become aware of that reasonably
suggests that a device has or may have caused or contributed to a

death or serious injury or
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(2) An event that manufacturers or importers become aware of that

reasonably suggests that one of their marketed devices:
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(i) May have caused or contributed to a death or serious injury, or
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(ii) Has malfunctioned and that the 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.
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(p) Medical personnel means an individual who:
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(1) Is licensed, registered, or certified by a State, territory, or other

governing body, to administer health care;
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(2) Has received a diploma or a degree in a professional or scientific

discipline;

(2) CIRAG Ll BBk A AR SR Bk
iz

(3) Is an employee responsible for receiving medical complaints or

adverse event reports; or
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(4) Is a supervisor of these persons.

(q) Nursing home means:

(1) An independent entity (i.e., not a part of a provider of services or
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any other facility) or one operated by another medical entity (e.g.,
under the common ownership, licensure, or control of an entity) that

operates for the primary purpose of providing:
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(i) Skilled nursing care and related services for persons who require

medical or nursing care;

(i) J it RS B B AR A lb 4 PR
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(ii) Hospice care to the terminally ill; or

(ii) 2 oMh; B

(iii) Services for the rehabilitation of the injured, disabled, or sick.
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(2) A nursing home is subject to this regulation regardless of whether
it is licensed by a Federal, State, municipal, or local government or
whether it is accredited by a recognized accreditation organization. If
an adverse event meets the criteria for reporting, the nursing home
must report that event regardless of the nature or location of the

medical service provided by the nursing home.
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(r) Outpatient diagnostic facility means:
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(1) A distinct entity that:

(1) — ST SEAE:

(i) Operates for the primary purpose of conducting medical

diagnostic tests on patients,

(i) 2 H R B 3T B2 2 2 Wil
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(i) Does not assume ongoing responsibility for patient care, and

(i) AN B E B L TUE, TR H

(iii) Provides its services for use by other medical personnel.
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(2) Outpatient diagnostic facilities include outpatient facilities
providing radiography, mammography, ultrasonography,
electrocardiography, magnetic resonance imaging, computerized
axial tomography, and in vitro testing. An outpatient diagnostic
facility may be either independent (i.e., not a part of a provider of
services or any other facility) or operated by another medical entity
(e.g., under the common ownership, licensure, or control of an
entity). An outpatient diagnostic facility is covered by this regulation
regardless of whether it is licensed by a Federal, State, municipal, or
local government or whether it is accredited by a recognized
accreditation organization. If an adverse event meets the criteria for
reporting, the outpatient diagnostic facility must report that event
regardless of the nature or location of the medical service provided

by the outpatient diagnostic facility.
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(s) Outpatient treatment facility means a distinct entity that operates

for the primary purpose of providing nonsurgical therapeutic
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(medical, occupational, or physical) care on an outpatient basis or in
a home health care setting. Outpatient treatment facilities include
ambulance providers, rescue services, and home health care
groups. Examples of services provided by outpatient treatment
facilities include the following: Cardiac defibrillation, chemotherapy,
radiotherapy, pain control, dialysis, speech or physical therapy, and
treatment for substance abuse. An outpatient treatment facility may
be either independent (i.e., not a part of a provider of services or any
other facility) or operated by another medical entity (e.g., under the
common ownership, licensure, or control of an entity). An outpatient
treatment facility is covered by this regulation regardless of whether
it is licensed by a Federal, State, municipal, or local government or
whether it is accredited by a recognized accreditation organization. If
an adverse event meets the criteria for reporting, the outpatient
treatment facility must report that event regardless of the nature or
location of the medical service provided by the outpatient treatment

facility.
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(t) Patient of the facility means any individual who is being
diagnosed or treated and/or receiving medical care at or under the
control or authority of the facility. This includes employees of the
facility or individuals affiliated with the facility who, in the course of
their duties, suffer a device-related death or serious injury that has or
may have been caused or contributed to by a device used at the

facility.
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(u) Physician's office means a facility that operates as the office of a
physician or other health care professional for the primary purpose
of examination, evaluation, and treatment or referral of patients.
Examples of physician offices include: Dentist offices, chiropractor
offices, optometrist offices, nurse practitioner offices, school nurse
offices, school clinics, employee health clinics, or freestanding care
units. A physician's office may be independent, a group practice, or

part of a Health Maintenance Organization.
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(v) Remedial action means any action other than routine
maintenance or servicing of a device where such action is necessary

to prevent recurrence of a reportable event.
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(w) Serious injury means an injury or illness that:
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(1) Is life-threatening,

(1) BAdmak,

(2) Results in permanent impairment of a body function or

permanent damage to a body structure, or

(2) FEC R TR AN 8 B PR 45
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(3) Necessitates medical or surgical intervention to preclude
permanent impairment of a body function or permanent damage to a
body structure. Permanent means irreversible impairment or
damage to a body structure or function, excluding trivial impairment

or damage.
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(x) User facility report number means the number that uniquely
identifies each report submitted by a user facility to manufacturers

and to us. This number consists of the following three parts:
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(1) The user facility's 10-digit Centers for Medicare and Medicaid
Services (CMS) number (if the CMS number has fewer than 10

digits, fill the remaining spaces with zeros);
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(2) The four-digit calendar year in which the report is submitted; and

(2) PRAARE P E H PG4 A

(3) The four-digit sequence number of the reports submitted for the
year, starting with 0001. (For example, a complete user facility report
number will appear as follows: 1234560000-2011-0001. If a user
facility has more than one CMS number, it must select one that will
be used for all of its MDR reports. If a user facility has no CMS
number, it should use all zeros in the appropriate space in its initial
report (e.g., 0000000000-2011-0001). We will assign a number for
future use and send that number to the user facility. This number is
used in our record of the initial report, in subsequent reports, and in
any correspondence with the user facility. If a facility has multiple
sites, the primary site may submit reports for all sites and use one
reporting number for all sites if the primary site provides the name,

address, and CMS number for each respective site.)
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(y) Work day means Monday through Friday, except Federal
holidays.

() LAEH 4R A— 2 T, BB HER
bt

(z) [Reserved]

(z) [TRH]

(aa) Human cell, tissue, or cellular or tissue-based product (HCT/P)
regulated as a device means an HCT/P as defined in § 1271.3(d) of
this chapter that does not meet the criteria in § 1271.10(a) and that

is also regulated as a device.

(@a)lE AP B (I AN PRZH A 2H a0
TRk A S0 (HCT/P) /& feA
§ 1271.3(d) &€ XA & § 1271.10( a)
HHXWAE N — R & T I

(bb) Unique device identifier (UDI) means an identifier that

(bb)ME— ¥ % F5 IAFT (UDI) S fi it i Jifs 2
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adequately identifies a device through its distribution and use by
meeting the requirements of § 830.20 of this chapter. A unique

device identifier is composed of:

AEE 830.20 Ak ER, @A KA
P78 70 RO A IR AR o ME— R Be %
FRiRAF H AT 850 4

(1) A device identifier - a mandatory, fixed portion of a UDI that
identifies the specific version or model of a device and the labeler of

that device; and

(1) 28R iR AT ——UDI [ tE . [H 5E
BBy, T AR RS B 4 s BROAS B R 5 DA
KA ARZs ;s i

(2) A production identifier - a conditional, variable portion of a UDI
that identifies one or more of the following when included on the

label of the device:

(2)EF=FRIRFAF - UDI H—AN 4441 mT
RSy, A ERARA LR, BERRR
U\F#Iﬁﬁ‘zzlﬁz

i) The lot or batch within which a device was manufactured;

ii) The serial number of a specific device;

i) i3 e A ALK
i) FFE B 515 5

iv) The date a specific device was manufactured.

iv) € A G H .

(
(
(iii) The expiration date of a specific device;
(
(

v) For an HCT/P regulated as a device, the distinct identification
code required by § 1271.290(c) of this chapter.

(
(
(i) "5 52 BE# 1A B H s
(
(

V) SRR R HCT/P, A
1271.290(c) 52 3K [ AR5 iR 165 o

[79 FR 8846, Feb. 14, 2014, as amended at 80 FR 10587, Feb. 27,
2015]

[7T9 FR 8846, 2014 -2 H 14 H, &
80 FR 10587, 2015 4 2 H 27 H{E1T]

§ 803.9 What information from the reports do we disclose to the

public?

§803.9 BAlTIAI 2> ARIE e 4t 7 O WIR AL 45

H 2
o ¢

(a) We may disclose to the public any report, including any FDA
record of a telephone report, submitted under

this part. Our disclosures are governed by part 20 of this chapter.

(a) FATT AT LA 2 AR AR Ha AR 70§58
MR, BHRAE(T FDA I IER S
k. FATHIIEE 2 AT 20 # L)
*o

(b) Before we disclose a report to the public, we will delete the

following:

(b) FEBAT I AR Fr AR T AT, BATRE
R DA P2 -

(1) Any information that constitutes trade secret or confidential

commercial or financial information under § 20.61 of this chapter;

(1) FIRA B 5 20.61 S 5E 1A 7 M A %
AL A B 5515 B R TS B

(2) Any personal, medical, and similar information, including the
serial number of implanted devices, which would constitute an
invasion of personal privacy under § 20.63 of this chapter. However,
if a patient requests a report, we will disclose to that patient all the
information in the report concerning that patient, as provided in §
20.61 of this chapter; and

() FEIAN A B BEyr s BAEE
B, AFEARERTIS, REARE
20.63 %%, XL AN NBEFARIARAC -
BR, WRBFIRME, HAVKERIZE
EWBEREPERZELNIAERE, W
AT 20.61 TR, A1

(3) Any names and other identifying information of a third party that

voluntarily submitted an adverse event report.

(3) BREHRAA R E R 15 =7 ik
FEEGE R

(c) We may not disclose the identity of a device user facility that

makes a report under this part except in connection with:

(C) BA TG AR AR 73 BEAT I 5 1
e B By, BRAES LR ARG

~_11_~




(1) An action brought to enforce section 301(q) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 331(q)), including the failure or
refusal to furnish material or information required by section 519 of
the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360i));

(1) APAT BB B 25 AN iy
%) (21 USC 331(q)) 4 301(q) Fifi
AR, SR REEIEARAETTE
an 5 519 TER A ELEE B, 25 Ak
Tt (21 USC 3600));

(2) A communication to a manufacturer of a device that is the subject
of a report required to be submitted by a user facility under § 803.30;

or

(2) HRAHIE R B, a2
Wit AR YE § 803.30 TERAEAZ MR 5 F
A s

(3) A disclosure to employees of the Department of Health and
Human Services, to the Department of Justice, or to the duly

authorized committees and subcommittees of the Congress.

(3) A PAS A AR ST AN JE 51« Ak
BE AR B) E Z 53 S VN 22 > 9

Ego

§ 803.10 Generally, what are the reporting requirements that

apply to me?

§803.10 — &I &, &M TIAHR S 2R
A

(a) If you are a device user facility, you must submit reports

(described in subpart C of this part), as follows:

(a) MR AR e 7 B, S AR AL
Rty (FEARFTH C /M k) ,
PHIR:

(1) Submit reports of individual adverse events no later than 10 work

days after the day that you become aware of a reportable event:

(1) R G FFZ HIER 10 4
LA H A FRAEA A R FAFR S -

(i) Submit reports of device-related deaths to us and to the

manufacturer, if known, or

() FIRATRBIE R IR CAD 184t
B R E BT TR, ok

(i) Submit reports of device-related serious injuries to the
manufacturers or, if the manufacturer is unknown, submit reports to

us.

(i) 70 H11 38 7 $R A2 5 e A AR SR 1 7 EE A 2
W, B, WRBNERARA, WE A

R -

(2) Submit annual reports (described in § 803.33) to us.

(2) AL ACF T (FE § 803.33 H
R .

(b) If you are an importer, you must submit reports (described in

subpart D of this part), as follows:

(b) W R AEFERE R, S AR S
(FEAFHR > D /NP fiR) , v pr
N

(1) Submit reports of individual adverse events no later than 30
calendar days after the day that you become aware of a reportable

event:

(1) AR RS FIF 2 HIER 30 4
H G H N5 HIAS R AR

(i) Submit reports of device-related deaths or serious injuries to us

and to the manufacturer or

(i) Trr AT AN 136 P $2 20 5 B A SR (4
T R, B

(ii) Submit reports of device-related malfunctions to the

manufacturer.

(i) TA) )3 P SR A2 15 Ve A A SR IR s

o

iy

(2) [Reserved]

(2) [PRFA]

(c) If you are a manufacturer, you must submit reports (described in

(c) I RAG A hlitp, B e FRATT3RAS

~_12_~




subpart E of this part) to us, as follows:

Rt (FEARIH E /ANThSid) , o
FHTR:

(1) Submit reports of individual adverse events no later than 30
calendar days after the day that you become aware of a reportable

death, serious injury, or malfunction.

(1) R FIE AR A RSO P E A B
W2 HJE 30 A~ H I H A AN HIAS
R EIFRR

(2) Submit reports of individual adverse events no later than 5 work

days after the day that you become aware of:

(2) fEEFEL ML Z HA 1 5 A TAE
H P3RS AN B S

(i) A reportable event that requires remedial action to prevent an

unreasonable risk of substantial harm to the public health or

(i) 75 EERHUAM R It LA 36 2 A it R
T KA FR AN 45 B XU PR AT R o
i, =%

(i) A reportable event for which we made a written request.

(i) FRATTHE T 3 SR 0 AT 4R 7 A

(3) Submit supplemental reports if you obtain information that you

did not submit in an initial report.

(3) WRIEIRAT T RAEWI AR A 3R A

fER, THRAAN TR -

§ 803.11 What form should | use to submit reports of individual

adverse events and where do | obtain these forms?

§803.11 L% A I A FTMRIR A A
ANRFLFRR T, BN IRIG X R
%2

R

(a) If you are a manufacturer or importer, you must submit reports of
individual adverse events to FDA in an electronic format in
accordance with § 803.12(a) and § 803.20, unless granted an
exemption under § 803.19.

() T A G i R, iR
% § 803.12(a) 1 § 803.20 LAHE T4%
1] FDA #2384 R F AR, BRI
& § 803.19 FKFH 4.

(b) Importer reports submitted to device manufacturers may be in
paper format or an electronic format that includes all required data

fields to ensure that the manufacturer has all required information.

(b) $EAZ 45 Ve w6 il e A9k 11 T4 75 7 A
iSRS Wk TR S AN )
B 7B LA ORI R0 P A 2 /&

2

0o

(c) If you are a user facility, you must submit reports of individual
adverse events in accordance with § 803.12(b) and § 803.20.

(c) WA H P i, AR §
803.12(b) i1 § 803.20 £ HIAS B FH 4
A=

(d) Form FDA 3500A is available on the internet at

https://www.accessdata.fda.gov/scripts/medwatch/index.cfm.

(d) 4% FDA 3500A AT 7E FLIPE R |3k
e, MAHER

https://www.accessdata.fda.gov/scripts

/medwatch/index.cfm.

[79 FR 8846, Feb. 14, 2014, as amended at 80 FR 10587, Feb. 27,
2015; 85 FR 18441, Apr. 2, 2020]

[7T9FR 8846, 2014 -2 H 14 H, &
80 FR 10587, 2015 %42 H 27 H&
1]'; 85 FR 18441, 2020 44 H 2 H]

§ 803.12 How do | submit initial and supplemental or followup

reports?

§803.12 F WA $& 52 41Uk A1 kb 78 B £k

A
57

(a) Manufacturers and importers must submit initial and

(a) fillid p At D R L A LA FDA 7] RLAR

~_13_~



https://www.accessdata.fda.gov/scripts

supplemental or followup reports to FDA in an electronic format that

FDA can process, review, and archive.

PR, B A ARSI T A% 5K R FDA 38258
WIUG AR 78 B 5 224 o

(b) User facilities that submit their reports and additional information
to FDA electronically must use an electronic format that FDA can
process, review, and archive. User facilities that submit their reports
to FDA on paper must submit any written report or additional
information required under this part to FDA, CDRH, Medical Device
Reporting, P.O. Box 3002, Rockville, MD 20847-3002, using Form
FDA 3500A. Each report must be identified (e.g., “User Facility
Report” or “Annual Report”).

(b) L7 7 20m FDA $38 R 15 A
=B P Bt i fE B FDA AT RAAL
AR TR . ) FDA 2
A2 A5 TR A5 0 P Bt 25 | FDA
3500A ##% 7 FDA. CDRH. [EJ7a%i%
. MEEE 4 3002, Rockville, MD
20847-3002 $& 58 A 4 B R (AT 5 i
WA INE B . DA E RS (F
an, R EC R .

(c) If you are confronted with a public health emergency, this can be
brought to FDA's attention by contacting FDA's Office of Crisis
Management, Emergency Operations Center by telephone, 24-hours
a day, at 301-796-8240 or toll free at 866-300-4374, followed by the

submission of an email to: emergency.operations@fda.hhs.gov.

(c) WIREIE B R AL T AR, vl
T HEIGEC R FDA fEHLEHAAE . B2
TR, HiE301-796-8240 54 2 i
1% 301-796-8240 866-300-4374, /51
2T A

emergency.operations@fda.hhs.gov.

Note:

This action does not satisfy your obligation to report under part 803.

i
X ATEIAFT G ARAR I 55 803 78 73 52 H 4l

(d) You may submit a voluntary telephone report to the MedWatch
office at 800-FDA-1088. You may also obtain information regarding
voluntary reporting from the MedWatch office at 800-FDA-1088. You
may also find the voluntary Form FDA 3500 and instructions to
complete it at: http://www.fda.gov/Safety/
MedWatch/HowToReport/DownloadForms/default.htm.

(d) #& 1 Lhidiid 800-FDA-1088 |
MedWatch 75 A & 5258 H I IE R S
e ny Lt 800-FDA-1088 M
MedWatch 7528 % 3R EUH ¢ H IR 5 1)
58 LR DAZE LR b3 B JEH S
[FJFDA 3500 FA& IS Hi W] -
http://www.fda.gov/Safety
/MedWatch/HowToReport/DownloadFor
ms/default.htm.

§ 803.13 Do | need to submit reports in English?

§803.13 7 %2 H S HE A8k 15 2

Yes. You must submit all reports required by this part in English.

R0 AT SCIRASAE 7 BRI
Ak

§ 803.15 How will | know if you require more information about

my medical device report?

§803.15 FR AN 18 42 15 7 EA7 K IR
BT A A 2 PR B 2 5 6 ?

(a) We will notify you in writing if we require additional information
and will tell you what information we

need. We will require additional information if we determine that

(@) MRBNMNFEFEZELE, BIMASUSR
BRI, FEEUFEIRATT S L(E
o R IERA 15

~_14 - ~



http://www.fda.gov/Safety/MedWatch/HowToReport
http://www.fda.gov/Safety/MedWatch/HowToReport

protection of the public health requires

additional or clarifying information for medical device reports
submitted to us and in cases when the

additional information is beyond the scope of FDA reporting forms or

is not readily accessible to us.

SE DRI 23 AR AR B 5 BN AR AE A BATTI BRI T
AR S TR AL AP BT (S B,
M B

FDA i A% 1)V s A 1 ek g a3k
B, AR 75 EAAME B

(b) In any request under this section, we will state the reason or
purpose for the information request, specify the due date for
submitting the information, and clearly identify the reported event(s)
related to our request. If we verbally request additional information,

we will confirm the request in writing.

(b) FEATT T AEATIE R A, FA TR
HRIERIREFBH I, f7ERE R
BOE ], IR bR RS BATAIIE R AR G
Rl 5 2 F o R BAT O SLERAR P 2
F A2, BATR A I A Z ER

§ 803.16 When | submit a report, does the information in my
report constitute an admission that the device caused or

contributed to the reportable event?

§803.16 IR, B & A 115
SR B RN B S B A T AT R
FF?

No. A report or other information submitted by you, and our release
of that report or information, is not necessarily an admission that the
device, or you or your employees, caused or contributed to the
reportable event. You do not have to admit and may deny that the
report or information submitted under this part constitutes an
admission that the device, you, or your employees, caused or

contributed to a reportable event.

Mo EHRA M B S, PLLIRAT
RATIZREHAF D, FFA—EAKINZB &
BB ) 1 LS B ek 1Rl
o AR AT BT ARGE AEL 20 32
AT AR BAE B RN B Bl
R 53 T3 S il 1l i 5 S

§ 803.17 What are the requirements for developing, maintaining,

and implementing written MDR procedures that apply to me?

§803.17 FF k. 4P FIsiiE A T8, A5
[l MDR F£5 45 Wl b 55k 2

If you are a user facility, importer, or manufacturer, you must
develop, maintain, and implement written MDR procedures for the

following:

U AP B PR SRR,
DA LR B e RS TR
MDR 27 :

(a) Internal systems that provide for:

(a) #RBLLLT ThAEMNI Y B R 8

(1) Timely and effective identification, communication, and

evaluation of events that may be subject to MDR requirements;

(1) Bt A ROl . i FPEAL AT 2
#| MDR ZR (54

(2) A standardized review process or procedure for determining

when an event meets the criteria for reporting under this part; and

(2) T e AT B R 5 A 2041 75 o
HERI AR EAL B B I R B s AT

(3) Timely transmission of complete medical device reports to

manufacturers or to us, or to both if required.

(3) LLifHg 5 B 1 BT de il i Ak 4
R EA], B E AR IE G I .

(b) Documentation and recordkeeping requirements for:

(b) SCAEAIE SR ARAF K -

(1) Information that was evaluated to determine if an event was

reportable;

(1) LV Ah DR 52 SR 75 Al 3 o 145

H .

N

(2) All medical device reports and information submitted to

manufacturers and/or us;

(2) $RAC 20 ) 38 7oy AN/ B 3RAN T i A =7 2%
Pl i A4E S5
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(3) Any information that was evaluated for the purpose of preparing

the submission of annual reports; and

(3) AHE SRR PEHR A 0 PEAS AR RIS
; M

il

(4) Systems that ensure access to information that facilitates timely

followup and inspection by us.

(4) BAORIREUAT Bl 1A R i BR A
I ERSYI R

§ 803.18 What are the requirements for establishing and

maintaining MDR files or records that apply to me?

803.18 . An4Edid Fl T3 ¥ MDR 3¢
PREIE A IR L ESK ?

(a) If you are a user facility, importer, or manufacturer, you must
establish and maintain MDR event files. You must clearly identify all

MDR event files and maintain them to facilitate timely access.

(@) an R et 3k 1R e i
P, 1AL ZEY MDR F4F S0
T Z0075 A& HU R B A7 MDR 4 3 91
YEFPEATT AT 5 S 5 1)

(b)

(b)

(1) For purposes of this part, “MDR event files” are written or
electronic files maintained by user facilities, importers, and
manufacturers. MDR event files may incorporate references to other
information (e.g., medical records, patient files, engineering reports),
in lieu of copying and maintaining duplicates in this file. Your MDR

event files must contain:

(1) A1 S, “MDR SRS
PP 0t 32 11 R AT o 3 e 47 £ -5 T
HL7 3. MDR A 30T e 5 x
fifE 8 (Bln, Byridsk. @& SE. T
FEfl ) M5, DAACE AR SO R )
YL EIA . & MDR SR 0220

A~

7.

(i) Information in your possession or references to information
related to the adverse event, including all documentation of your
deliberations and decision making processes used to determine if a
device-related death, serious injury, or malfunction was or was not

reportable under this part;

(i) 140G 1S BB 54 R SRR D)
BRI H, AR HE R REIT R
B SCAE, 3R B T 0 A A DG
FETC. 7o A T B R e 7 AR AT 43 T
i,

(ii) Copies of all reports submitted under this part (whether paper or
electronic), and of all other information related to the event that you
submitted to us or other entities such as an importer, distributor, or

manufacturer; and

(i) MIEA T MR HI A R CLigk
B IE R B D EIA, DL SR
L PATBIAN AR (FIanE . 8
[EEREAEPRIE RPN RSN A )
[PEI A Al

(iii) Copies of all electronic acknowledgments FDA sends you in

response to electronic MDR submissions.

(iii) FDA Jym i B~ MDR $2 22 1 [ #: %
T B mRIA R EIA .

(2) If you are a user facility, importer, or manufacturer, you must
permit any authorized FDA employee, at all reasonable times, to

access, to copy, and to verify the records required by this part.

(2) W RAEFEHT 7 BEtE 3k 17 B G
F, LAY 24 AL FDA 52T
FEFTA & B R U7 ) L 2 AN IE A
EOR L%

(c) If you are a user facility, you must retain an MDR event file
relating to an adverse event for a period of 2 years from the date of

the event. If you are a manufacturer or importer, you must retain an

(c) QR AEs2 P e, SRR 5 A
R ARG MDR S 304, IR E
FOREZ HIE 2 4. IR EZHIER

~_16_~




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, whichever is greater. If the device is no
longer distributed, you still must maintain MDR event files for the

time periods described in this paragraph (c).

o R, IR 5 A R R
MDR FH:3F, IRV B HFFRAEZH
2 2 E B 2 v T AR A 1Y) — BT
6], AR k. R BEAHSTK,
AL IREABL () H i i 1] BE Y 4
#' MDR FA4 301,

(d)

(d)

(1) If you are a device distributor, you must establish and maintain
device complaint records (files). Your records must contain any
incident information, including any written, electronic, or oral
communication, either received or generated by you, that alleges
deficiencies related to the identity (e.g., labeling), quality, durability,
reliability, safety, effectiveness, or performance of a device. You
must also maintain information about your evaluation of the
allegations, if any, in the incident record. You must clearly identify
the records as device incident records and file these records by
device name. You may maintain these records in written or
electronic format. You must back up any file maintained in electronic

format.

(1) WlRE R B A0, JE e ZiUd ST A
PP B Rrids U o BRIdsY
I EAEMEE R, ORI A &
FAEfTHS . By ki s, REER
PSS (Blnkszs) « BRE. i

PeL ArEEME. et A ROEECIERERE K
(RIS R IR — N B o JIE A I AE FAF T
ROR B A R XHR I (CRAD 1
fE 8. I R MR IX Ee il bR IR
FHEIHLR, IR A ARAR X LD

oGN] LACLAS T B TR SR AR AT
FKo TEALIE Ay UL A% 2 ORAF AR 3C
o

(2) You must retain copies of the required device incident records for
a period of 2 years from the date of inclusion of the record in the file
or for a period of time equivalent to the expected life of the device,
whichever is greater. You must maintain copies of these records for

this period even if you no longer distribute the device.

(2) 1 Z R B P 75 e 2 G SR 1
A, WIRRAN B ICR S AP Hil 2
FE A T RR PN ar IR, Bl
FHoE. BMEEAE S iz, Bl
ZRLE I 30 8] R B X S0 S R A

(3) You must maintain the device complaint files established under
this section at your principal business establishment. If you are also
a manufacturer, you may maintain the file at the same location as
you maintain your complaint file under part 820 of this chapter. You
must permit any authorized FDA employee, at all reasonable times,

to access, to copy, and to verify the records required by this part.

(3) Tl 25U A8 1) S EE BNV 37 BT R AF AR Af
AHTENL B R BRURSCAF . WIR 2 1]
R, T DARIE AT 820 #iHSC
PHORAAE S ISR B SR R A B
LIS AR T AL FDA 51 TAEfT
GBI R R 6 AN IEA AT 2R
HIid .

(e) If you are a manufacturer, you may maintain MDR event files as
part of your complaint file, under part 820 of this chapter, if you
prominently identify these records as MDR reportable events. We
will not consider your submitted MDR report to comply with this part

unless you evaluate an event in accordance with the quality system

(e) W RBERHNE R, ] URIEA TS
820 #B73 K MDR A A N BEF SCAF
(K —FB AT HEY Y, AT PR R X il %
BERR MDR AR &5 SF . BRAFEAR
PEAF L 820 #7011 T A AR
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requirements described in part 820 of this chapter. You must
document and maintain in your MDR event files an explanation of
why you did not submit or could not obtain any information required

by this part, as well as the results of your evaluation of each event.

RV, BMENIAS N NESRAZN
MDR &5 5 5 AR 7o S UL 1
MDR A SO it s 4E 37 J R S 58 B
ToAESAFAHR 7 EOR AR5 B e
LA S 3 BEASSEAF I DAL 45 2R

§ 803.19 Are there exemptions, variances, or alternative forms

of adverse event reporting requirements?

803.19 2 #fth. 25 iULAR
AR FFRE R ?

(a) We exempt the following persons from the adverse event

reporting requirements in this part:

(a) FATRER LU N A A R H A
T ER

(1) A licensed practitioner who prescribes or administers devices
intended for use in humans and manufactures or imports devices
solely for use in diagnosing and treating persons with whom the

practitioner has a “physician-patient” relationship;

(1) JFH B8 B T AR as bl il i&
st A T2 WG T 5 HoA B R
ENIPNINE 2 AEEN AV

(2) An individual who manufactures devices intended for use in
humans solely for this person's use in research or teaching and not
for sale. This includes any person who is subject to alternative
reporting requirements under the investigational device exemption
regulations (described in part 812 of this chapter), which require

reporting of all adverse device effects; and

(2) FREF AL BN, %8
T Z N B TR EE LS, AR
o ROEREV TR k] R &
% 812 B k) HEIRE A A RS
PREE i 1) B A Qa7 2R IR T A A0

(3) Dental laboratories or optical laboratories.

(b) If you are a manufacturer, importer, or user facility, you may
request an exemption or variance from any or all of the reporting

requirements in this part, including the requirements of § 803.12.

You must submit the request to us in writing at the following address:

MDR Exemption Requests, Medical Device Report (MDR) Team,
Division of Regulatory Programs 3, Office of Regulatory Programs,
Office of Product Evaluation and Quality, 10903 New Hampshire
Ave., Bldg. 66, Rm.1523, Silver Spring, MD 20993-0002. Your
request must include information necessary to identify you and the
device; a complete statement of the request for exemption, variance,
or alternative reporting; and an explanation why your request is
justified. If you are requesting an exemption from the requirement to
submit reports to FDA in electronic format under § 803.12(a), your

request should indicate for how long you will require this exemption.

(3) ARl ki = 5 LI %

(b) TR IE MG R . HE R R R
T, AER] DA SR ER e AR B AR 7 vh AT
BT A il 25K, 45 § 803.12 [y %
Ko SEZIAE LA Motk AP T 27 3T
RAZHER: MDR FhuissK . By7 s hlidh
7 (MDR) HIBA. W& THRIE 3. W
RIIMAE L TSR R I A 2,
10903 New Hampshire Ave., Bldg. 66,
Rm.1523, Silver Spring, MD 20993-
0002. %5 1) 175 3R 106 250,475 VR 1) S A5 % e
G R ®h . 2 m BV AR i SR
TR DL A BB K2 S P
fifRE . N RIEEOR BRI Y § 803.12(a)
PAHL 7% 1) FDA $R5HR & I EEK,

(c) If you are a manufacturer, importer, or user facility, we may grant
in writing an exemption or variance from, or alternative to, any or all

of the reporting requirements in this part, and may change the

(c) W R r . 2 C s B
Jiti, BA AT AAS I AR T X AR 2y A AR
AT BT AT 1 R AR G AR S B AX,
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frequency of reporting to quarterly, semiannually, annually or other
appropriate time period. We may grant these modifications in
response to your request, as described in paragraph (b) of this
section, or at our discretion. When we grant modifications to the
reporting requirements, we may impose other reporting requirements

to ensure the protection of public health.

I ELTT DI 35 B B O AR L 4
SO RIS MR B Ak
(b) BUFTE, T A A HLAR 1A R ok
FUT R R TR B . SRR L
HRASBORAT, BATAT A A A 2 2
SR LI (R 45 A

(d) We may revoke or modify in writing an exemption, variance, or
alternative reporting requirement if we determine that revocation or

modification is necessary to protect the public health.

(d) G SR3RA T8 5 A A0 BRI BB 2L LR
P ARAERE, BATRRE = LA
e %A Bl AR K.

(e) If we grant your request for a reporting modification, you must
submit any reports or information required in our approval of the
modification. The conditions of the approval will replace and
supersede the regular reporting requirement specified in this part
until such time that we revoke or modify the alternative reporting
requirements in accordance with paragraph (d) of this section or until
the date specified in our response granting your variance, at which

time the provisions of this part will again apply.

(e) W RFAMAEE MG BEAFK, &
WA AT AEAS SO 75 AR A 31 75 B
(ElS

0o

HEHELR AR BRI A B3 B2
(FE W 7 EOR,  ERIFAIRE AT (d)
B sz B AR 7 2K, B E B 3AT]
MEERRENHY, RSENER, b
IS A R RN RE R P I Y

[79 FR 8846, Feb. 14, 2014, as amended at 85 FR 18441, Apr. 2,
2020]

[79 FR 8846, 2014 42 H 14 H, %
85 FR 18441, 2020 4F 4 A 2 HI&iT]

Subpart B - Generally Applicable Requirements for Individual

Adverse Event Reports

B Tl - A RFLFRE 1 — B iE A

R

§ 803.20 How do | complete and submit an individual adverse

event report?

§803.20 AT S RN NA R 4
W ?

(a) What form must | complete and submit ?

(@)L AVAE FFHE A2 A% ?

(1) If you are a health professional or consumer or other entity, you
may submit voluntary reports to FDA regarding devices or other
FDA-regulated products using the Form FDA 3500.

(1) A Al N B3 B3 2 el
flhSEAA, AT LS FDA 3500 A% 1)
FDA #2527 KBl B Ath FDA ™
i B AR

(2) To submit a mandatory report in written form, a user facility must
use Form FDA 3500A.

(2) A5 AR A s A,
it 2% H FDA 3500A %A o

(3) An electronic submission of a mandatory report from a user
facility, importer, or manufacturer must contain the information from
the applicable blocks of Form FDA 3500A. All electronic submissions
must include information about the patient, the event, the device,
and the “initial reporter.” An electronic submission from a user facility
or importer must include the information from block F. An electronic

submission from a manufacturer must include the information from

(3) HI st 2 141 7 i o s A REL 17
IR AZ I s PR T L AU E 5ok B FDA
3500A FA%EH M HIER . rasT
RAZHDLIEIEA R EE . FF BaA
Wi E N HEE . ok B P SOl
IR (0 73R s B ik B F SR ME
o R BAIE A TSR AL AU K E
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blocks G and H. If you are a manufacturer and you receive a report
from a user facility or importer, you must incorporate that information
in your electronic submission and include any corrected or missing

information.

G Pl H 5 R . an R AR & I
HAWEIR B ) ot sk R i
b IR 1245 B SRR BT 3R,
JF AR AE A B I BRAER R 145 B

(b) To whom must | submit reports and when ?

(b)Fe s 2 ) #E B2 A 75 LA S AT IS 252 2

(1) If you are a user facility, you must submit MDR reports to:

(1) W RGP B, 620K MDR

AL

(i) The manufacturer and to us no later than 10 work days after the
day that you become aware of information that reasonably suggests

that a device has or may have caused or contributed to a death or

(i) 3 P ANBRATTASE T 0118 5 BRI 75
W& DA RO 4 FHEUE I TG
BZHEM 10 ATAEH, 8k

(ii) The manufacturer no later than 10 work days after the day that
you become aware of information that reasonably suggests that a
device has or may have caused or contributed to a serious injury. If

the manufacturer is not known, you must submit this report to us.

(ii) fliE AR T AR GBS B R
B D2 BAT A L4808 L AR 1 ™ LA
FZHER 10 DNTAEH . iRl oK
KN, GRS AR T 3R AT 25 FRA T

(2) If you are an importer, you must submit MDR reports to:

(2) G AR fEGRRE R, B2t MDR

R

(i) The manufacturer and to us, no later than 30 calendar days after
the day that you become aware of information that reasonably
suggests that a device has or may have caused or contributed to a

death or serious injury or

(i) 3 P A FRATT, ASIE T 18 500 A PR
TN A A B ] fE O S B E L BB TSR
EAAERERZ HER 30 ANHBH,
57

(i) The manufacturer, no later than 30 calendar days after receiving
information that a device you market has malfunctioned and that this
device or a similar device that you market would be likely to cause or
contribute to a death or serious injury if the malfunction were to

recur.

(i) 13 P 7E WSO A O T 4 R e k2
Wi LA B 280 A B AR Ve 4 T RE
= PHEEBOET B B FH SRR
30 MHPTHW, WRiFEREE K.

(3) If you are a manufacturer, you must submit MDR reports to us:

(3) W ARG HIER, IR FRATRAL
MDR #45

(i) No later than 30 calendar days after the day that you become
aware of information that reasonably suggests that a device may

have caused or contributed to a death or serious injury or

(i) IR T F B T
fi £ 5 SO ARAE T3 A £

(ii) No later than 30 calendar days after the day that you become
aware of information that reasonably suggests a device has
malfunctioned and that this device or a similar device that you
market would be likely to cause or contribute to a death or serious

injury if the malfunction were to recur; or

(i) AIBEF AR & B BRI B &
Pl bE I HLIE A S iz s g BRI % AT
e = S HEE e LT B O FERFE R
Hik 30 NHIHA, i Rshaks s
A4 B

(iii) Within 5 work days if required by § 803.53.

(iii) ansR5E 803.53 2 EK, 7E 5 N TAE
HA

~_20_~




(c) What kind of information reasonably suggests that a reportable

event has occurred?

(YA FERIME B A B 2 B A2 T AR
[k AR

(1) Any information, including professional, scientific, or medical
facts, observations, or opinions, may reasonably suggest that a
device has caused or may have caused or contributed to an MDR
reportable event. An MDR reportable event is a death, a serious
injury, or, if you are a manufacturer or importer, a malfunction that
would be likely to cause or contribute to a death or serious injury if

the malfunction were to recur.

(M AEFMEE, BTk, By $
oL WEEEUE L, HRETRE G R B A
C2erl e 2 S EE {2 R 1 MDR Al
HHfF. MDR ARG SHMFRIET. &
5, B, QR HE R Bt T,
AR R RO AR, T RE 2 S B BRAE
T Bl A ) s

(2) If you are a user facility, importer, or manufacturer, you do not
have to report an adverse event if you have information that would
lead a person who is qualified to make a medical judgment
reasonably to conclude that a device did not cause or contribute to a
death or serious injury, or that a malfunction would not be likely to
cause or contribute to a death or serious injury if it were to recur.
Persons qualified to make a medical judgment include physicians,
nurses, risk managers, and biomedical engineers. You must keep in
your MDR event files (described in § 803.18) the information that the
qualified person used to determine whether or not a device-related

event was reportable.

(2) W RAER R Bt 2 11 7 eI
. IR ER G B2 3B PR 0
7 FIWT 0 N A R BT 8 % e T Bk
SEOLTHT EYE, B MR AR IR
REA Y Bt TB™ Bl % . 7
BERGA BT P N SRR A 9
oy XU BN RFIAE B 2 TR . £
WA A% N T WA A S A
B AR S B RAEAE K MDR 443
fF ({f § 803.18 Hiffiik) .

§ 803.21 Where can I find the reporting codes for adverse

events that | use with medical device reports?

§803.21 7EMF L AT LASK I B2 7 s i
A R FH RS AR ?

(a) The MedWatch Medical Device Reporting Code Instruction
Manual contains adverse event codes for use with Form FDA
3500A. You may obtain the coding manual from FDA's website at:
https://www.fda.gov/medical-devices/mandatory-reporting-
requirements-manufacturers-importers-and-device-user-facilities/

mdr-adverse-event-codes.

(a) MedWatch =77 #fidi 15 A0AS Ui B
WL 53 FDA 3500A — e FH 1A
RFAHACHE . AT LA FDA (9 sl 3R X
i F it https ://www.fda.gov/medical-
devices/mandatory reporting-
requirements-manufacturers-importers-
and-device-user facilities/mdr-adverse-

event-codes .

(b) We may sometimes use additional coding of information on the
reporting forms or modify the existing codes. If we do make
modifications, we will ensure that we make the new coding

information available to all reporters.

(b) FATTAT IS AT e 2 A2 R A8 A
SIS B AL BRSO Gt . R FRAT]
BASEEEAT TABE BATRE R CRIATI7 pirf
CH FAUHT I g i {5

[79 FR 8846, Feb. 14, 2014, as amended at 85 FR 18441, Apr. 2,
2020]

[79 FR 8846, 2014 452 A 14 H, %
85 FR 18441, 2020 4 4 H 2 H{&iT]

§ 803.22 What are the circumstances in which | am not required

§803.22 fH 4G Il N A F ZE PR A ?
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to file a report?

(a) If you become aware of information from multiple sources
regarding the same patient and same reportable event, you may

submit one medical device report.

(a) W ARIE AR TR RF— &
FAE — AR HARE R, TP
— RS Sk

(b) You are not required to submit a medical device report if:

(b) FELUNIEOL R, EEFRIRACLIT 2ol
=R

(1) You are a user facility, importer, or manufacturer, and you
determine that the information received is erroneous in that a device-
related adverse event did not occur. You must retain documentation
of these reports in your MDR files for the time periods specified in §
803.18.

(1) TR vt 2 s, Jf
HA&whE W15 B2, BNEH
RAESBEMRIARF EBTES
803.18 17 H1 45 72 F I 8] BL A R IR 28 4k
SRS R B AE 45 MDR SCf

(2) You are a manufacturer or importer and you did not manufacture
or import the device about which you have adverse event

information. When you receive reportable event information in error,
you must forward this information to us with a cover letter explaining

that you did not manufacture or import the device in question.

(2) f el ey Bt s, JF H AR A
e N ERA A REME RG24
TR A AT S S R, a2
K BEAT 2[R — B U B (A i B
H R B (SRS e A 2h BT

§ 803.23 Where can I find information on how to prepare and

submit an MDR in electronic format?

§803.23 FRAE MR H W] LA B4 5% i fey v £
g B 75 A MDR 15 B2

(a) You may obtain information on how to prepare and submit
reports in an electronic format that FDA can process, review, and
archive at:
http://www.fda.gov/Forindustry/FDAeSubmitter/lucm107903.htm.

(@) 7] LALE LR MR SR 5%t ey DA
FDA 7 DLACBE B 2 FIA7 A ) L A% 20
HEA IR AT RS 15 R -

http ://www.fda.gov/Forindustry
/FDAeSubmitter/ucm107903.htm .

(b) We may sometimes update information on how to prepare and
submit reports electronically. If we do make modifications, we will

ensure that we alert reporters by updating the eMDR Web page.

(b) FATAT IS AT fE 2 BB A S ] LLHLT
J7 AHER AR AR S (5 o A SR IRAT
SKHEAT 7B AR A R i B
eMDR X TR BRI #

Subpart C - User Facility Reporting Requirements

CTlm - ) vt i 2R

§ 803.30 If I am a user facility, what reporting requirements

apply to me?

§803.30 IR F AL M BEE, MR R T 2
Rid T2

(a) You must submit reports to the manufacturer or to us, or both, as

specified in paragraphs (a)(1) and (a)(2) of this section as follows:

(a) L AHLIRAT (a)(1) 1 (a)(2) B
FIAE [ 1) 3 7o B IRAT 1B B S 4, B
PRI

(1) Reports of death. You must submit a report to us as soon as
practicable but no more than 10 work days after the day that you
become aware of information, from any source, that reasonably

suggests that a device has or may have caused or contributed to the

()RR . B AHE T SE AT AT Vi
PR PRI BA TR AR T, (AL R
MAEAT AR EAE B2 B 10 A TAR
Hp, XUefs BAFHR & O 48]
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death of a patient of your facility. You must also submit the report to
the device manufacturer, if known. You must submit the information
required by § 803.32. Reports sent to the Agency must be submitted

in accordance with the requirements of § 803.12(b).

e FHEel © — M AR, P
NV B . R EH, bR Ik
IR G WA B R . ELIHRZ S
803.32 2K ERMME R . KIZENI IR
iR § 803.12(b) M ERIEAL

(2) Reports of serious injury. You must submit a report to the
manufacturer of the device no later than 10 work days after the day
that you become aware of information, from any source, that
reasonably suggests that a device has or may have caused or
contributed to a serious injury to a patient of your facility. If the
manufacturer is not known, you must submit the report to us. You
must report information required by § 803.32. Reports sent to the
Agency must be submitted in accordance with the requirements of §
803.12 (b).

(Q)FE . IEOILE IR AT AT PR SR
BE R GH RS CESH T ROALIE
FCEAR A 1™ A E S S S 10 N1
PEH P 1) 15 25 138 R $ A8 ik 35 S B EE A LA
PR . WERRNE R AR A, 2 A
AT o R 15 2 803.32 A% K
PIE B RIRGEH B S LA IR §

803.12 (b) MIE R

(b) What information does FDA consider “reasonably known” to me?
You must submit all information required in this subpart C that is
reasonably known to you. This information includes information
found in documents that you possess and any information that
becomes available as a result of reasonable followup within your
facility. You are not required to evaluate or investigate the event by

obtaining or evaluating information that you do not reasonably know.

(b) FDA YUN G BFIIE ML R ? &
WA THR oy C RER T &
BFIEREE . o B aRBAESIAE RIS
PR EBIE S, DU AE s A 34T
o R TR AR AR AR R . e I
BRIECPAl AN 5 BN TE 45 2 R PPl B
HEHEM

§ 803.32 If | am a user facility, what information must | submit in

my individual adverse event reports?

803.32 U AR I I/ ki, P A
KN AAS B S P PR s iR L L

You must include the following information in your report, if
reasonably known to you, as described in § 803.30(b). These types
of information correspond generally to the elements of Form FDA
3500A:

1 § 803.30(b) FTik, dn LA A EE Hh
i, WUAERE P EELINER, X
A5 Bl 0 TR 4% FDA 3500A
It

(a) Patient information (Form FDA 3500A, Block A). You must

submit the following:

(a) B#H15E (Fh FDA 3500A, A
O . GUGHRAE U R

1) Patient name or other identifier;

2) Patient age at the time of event, or date of birth;

4) Patient weight.

(
(
(3) Patient gender; and
(
(

b) Adverse event or product problem (Form FDA 3500A, Block B).

You must submit the following:

b) AN R FAB= A I (k% FDA
3500A, B H) . AR LT RN

(1) Identification of adverse event or product problem;

(1) AN B AR B i ) AR TR A5

(2) Outcomes attributed to the adverse event (e.g., death or serious

(2) HAF A R FFRSE R (B, SETs
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injury). An outcome is considered a serious injury if it is:

) o WREEFZELL TR, MR
M A

(i) A life-threatening injury or iliness;

(i) A disability resulting in permanent impairment of a body function
or permanent damage to a body structure; or

(iii) An injury or iliness that requires intervention to prevent

permanent impairment of a body structure or function;

(i) f& 2 i P 405 55 B 5

(if) B R TR AN 0 B S PR 45
IKAMESR AT R B

(i) T ZET-TRLARS LX) Sk 258 BT e it
JlR AN 45 35 B 5

(3) Date of event;

(3) FHFRAEHM;

(4) Date of this report;

(AR H

(5) Description of event or problem, including a discussion of how
the device was involved, nature of the problem, patient followup or
required treatment, and any environmental conditions that may have

influenced the event;

(5) FAF B il R I, LA B g e
Z 5. TR . B BV B R R ST
LUK AT RERE W A A 3R B2k R K 3

W

(6) Description of relevant tests, including dates and laboratory data;

and

(6) MR AL, AFEH IS =
s, A

(7) Description of other relevant history, including preexisting

medical conditions.

(7) Hefh AR S S ik, BAESenl A7 AE
BT RDL o

(c) Device information (Form FDA 3500A, Block D). You must submit

the following:

(c) B&{5E (FH FDA 3500A,
D) . U HUHRAECLT P2

(1) Brand name;

(2) Product Code, if known, and Common Device Name;

(3) Manufacturer name, city, and state;

(4) Model number, catalog number, serial number, lot number, or
other identifying number; expiration date; and unique device
identifier (UDI) that appears on the device label or on the device
package;

(5) Operator of the device (health professional, lay user/patient,
other);

(6) Date of device implantation (month, day, year), if applicable;
(7) Date of device explantation (month, day, year), if applicable;
(8) Whether the device is a single-use device that was reprocessed
and reused on a patient (Yes, No)?

(9) If the device is a single-use device that was reprocessed and
reused on a patient (yes to paragraph (c)(8) of this section), the
name and address of the reprocessor;

(10) Whether the device was available for evaluation and whether

the device was returned to the manufacturer; if so, the date it was

1) fl AL R

2) P ARY SR Zn3E ) A Bk 44
i
(3) HliE R AR IR 5

(4) 85, HRS. Fol5. 5 e
WS BOEE; DL BE B & AE
B AR b — B AR IR AT (UDI);
(5) WML (PALWAR. L
P EE . HAhD

(6) #MAEAHM (A, H. 4, Wd&
s

(7) BwWBEEAY (. H. 4, Wd
s

(8) 1Z AR e M A TE B & LT AN
SR — RS &, 5 2

(9) W A SR AE B B b A AN P
R — R R % CRT5E (c)(8) B
P A FE ¥ 4 B R L 5

—_ o~
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returned to the manufacturer; and
(11) Concomitant medical products and therapy dates. (Do not

report products that were used to treat the event.)

(10) a2 & i fEPPG, &2 TR Al
ME R WARAZ, TR G R 1 H
il

(1) FEBE BT s AR T H
R H TR EA R e D

O

(d) Initial reporter information (Form FDA 3500A, Block E). You must

submit the following:

(d) ¥tk AME R (F# FDA 3500A,
Ed) . ORI T AR

(1) Name, address, and telephone number of the reporter who
initially provided information to you, or to the manufacturer or
distributor;

(2) Whether the initial reporter is a health professional;

(3) Occupation; and

(4) Whether the initial reporter also sent a copy of the report to us, if

known.

(1) ) 1) 1 B 7o BR A B T S L5 B
ISR B 44tk AT S 56

(2) WG S N SN AT 5

(3) HRAk; A0

(4) Fraa s N G mdRATARIE T — 1
R REIAS, AR ENE R .

(e) User facility information (Form FDA 3500A, Block F). You must

submit the following:

(e) FiIF*iiif5 . (4% FDA 3500A, F
o . MBI W%

(1) An indication that this is a user facility report (by marking the user
facility box on the form);

2) Your user facility number;

3) Your address;

4
5

6) Date that you became aware of the event (month, day, year);

Your contact person;

Your contact person's telephone number;

)
)
)
)

~ o~ o~ o~ o~ o~

7) Type of report (initial or followup); if it is a followup, you must
include the report number of the initial report;

(8) Date of your report (month, day, year);

(9) Approximate age of device;

(10) Event problem codes - patient code and device code (refer to
the “MedWatch Medical Device Reporting Code Instructions”);
(11) Whether a report was sent to us and the date it was sent
(month, day, year);

(12) Location where the event occurred;

(13) Whether the report was sent to the manufacturer and the date it
was sent (month, day, year); and

(14) Manufacturer name and address, if available.

(1) R — 4 P sty GBI AE
Fht ERRCH P HEAE)

(2) & A 7 Bt s

(3) iyt

4) BB RN

(5) MR A HLTE 56

(6) xnE = FAMHEM (H. H.
55'5);

(7) EHRA WHEBURED 5 W 2R
B, ARG IR g
@) HmEHM (H. H. 4 ;

(9) £ B R MRS FH A B 5

(10) 1 il R4 QRS —— 5 2 AR A 25 B
REG (2% (MedWatchlZE ST SebiiR & 48
WY O

(1) R FBATRIE T H LR R I% H
M (H. H. )

S

S

(12) SFfF R A AT
(13) ot o 78 3 7 S ik ik [ )
(H ~ El ~ ‘/EF‘) H *I]

(14) g s & A A .

~_25_~




[79 FR 8846, Feb. 14, 2014, as amended at 80 FR 10587, Feb. 27,
2015]

[7T9FR 8846, 2014 -2 H 14 H, &
80 FR 10587, 2015 4 2 H 27 H&1T]

§ 803.33 If | am a user facility, what must | include when |

submit an annual report?

§803.33 WIRFAZ M /7 B, FRAETRACH
JEAR A I AT A

(a) You must submit to us an annual report on Form FDA 3419. You
must submit an annual report by January 1, of each year. You may
obtain this form on the internet at:

https://www.fda.gov/media/72292/download.

(a) faaZia) A THRAE — 1y % T3tk FDA
3419 [AFE R . B JIERER 1 A
1 HZ A58 — ek il . 8] DIFE R
HR DA _E R A -
https://www.fda.gov/media/72292
/download.

(b) You must clearly identify your annual report as such. You must
submit your annual report to FDA, CDRH, Medical Device Reporting,
P.0O. Box 3002, Rockville, MD 20847-3002. Your annual report must

include:

(b) fa s 20 HE M bR B S AR AR o
Wi\ FDA. CDRH. Medical Device
Reporting. P.O.Box 3002, Rockville,
MD 20847-3002 #2 5 HAE Rk . &
FAF AR 0 AL

(1) Your CMS provider number used for medical device reports, or
the number assigned by us for reporting purposes in accordance
with § 803.3;

(2) Reporting year;

(3) Your name and complete address;

(4) Total number of reports attached or summarized;

(5) Date of the annual report and report numbers identifying the
range of medical device reports that you submitted during the report
period (e.g., 1234567890-2011-0001 through 1000);

(6) Name, position title, and complete address of the individual
designated as your contact person responsible for reporting to us

and whether that person is a new contact for you; and

(1) & T BT 28Rk 25 1) CMS $2 LR

', SIRAIIRYE § 803.3 Ak H A
[EECREE

(2) R

(3) Tas 1)tk 24 A0 5 BE AL 5

(4) B b BRI s i 2 B B

(5) AR HIARIR H g 5, IR AE
A A Y FEAS B BT AR A YA L (4

11, 1234567890-2011-0001 %

1000) ;

(6) Fi e NS G 5T M BRATTHR 5 R A
w4 WA A S, DL iZ AR T
BHIHERN; M

(7) Information for each reportable event that occurred during the

annual reporting period including:

(7) 5 BEAR TS J A A 1R 5% TN A 757 S 030
s S, B

(i) Report number;

(i) Name and address of the device manufacturer;

(iii) Device brand name and common name;

(iv) Product model, catalog, serial, and lot number and unique device
identifier (UDI) that appears

on the device label or on the device package;

(v) A brief description of the event reported to the manufacturer

(i) i o
(i) 50 i 3 P 1) A4 PR A b

(i) Ak ot hLA% P A FH 44 R

(iv) HILFE B PR B 2 e B =
Mg, Hx. A5 AT L HE— & &
FRIRFF(UDI);

(v) 1] 132 P R/ AT T i P A ) g 222
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https://www.fda.gov/media/72292

and/or us; and
(vi) Where the report was submitted, i.e., to the manufacturer,

importer, or us.

VA A
(Vi) TR FRAC M A, BUslaERs . JE IR
AT

(c) In lieu of submitting the information in paragraph (b)(7) of this
section, you may submit a copy of each medical device report that
you submitted to the manufacturers and/or to us during the reporting

period.

(c) MRERAAAT (b)(7) BehHIfa B, &
AT DA AT S A i o 3T P $ A 2 i e A
BRBA TR BRI AR T A

(d) If you did not submit any medical device reports to manufacturers
or us during the time period, you do not need to submit an annual

report.

(d) n AR AL LRSI 1] R ) 1 3 7 B RAT 192
AR LT A &, WJE 75 4R A4 A

4
= o

[79 FR 8846, Feb. 14, 2014, as amended at 80 FR 10587, Feb. 27,
2015; 85 FR 18442, Apr. 2, 2020]

[79 FR 8846, 2014 £ 2 H 14 H, &
80 FR 10587, 2015 4£ 2 H 27 H&
iT; 85FR 18442, 2020 £ 4 H 2 H]

Subpart D - Importer Reporting Requirements

D v - kR R EOR

§ 803.40 If  am an importer, what reporting requirements apply

to me?

§803.40 W RRAHECIRT, HIPLAL 5%
RIE R

(a) Reports of deaths or serious injuries. You must submit a report to
us, and a copy of this report to the manufacturer, as soon as
practicable, but no later than 30 calendar days after the day that you
receive or otherwise become aware of information from any source,
including user facilities, individuals, or medical or scientific literature,
whether published or unpublished, that reasonably suggests that
one of your marketed devices may have caused or contributed to a
death or serious injury. You must submit the information required by
§ 803.42. Reports sent to the Agency must be submitted in

accordance with the requirements of § 803.12(a).

(@)FETEE R . AU AT
AR, IRz IR AR AL 2 il i
fe s AR T W R B A A U5 303k A
REAEMTRIE CRAER Bt fE 22
HJE# 30 MHPIH, A, S22k
FOCHR, WO RERERAR, GHIE
WIS RO B S e 2 — T RE O 3 B e At
TR EE . LAHRACEE 803.42 %
BORIMEE . RABLHUR (R 5 6 %
§ 803.12(a) M EKRIEAL.

(b) Reports of malfunctions. You must submit a report to the
manufacturer as soon as practicable but no later than 30 calendar
days after the day that you receive or otherwise become aware of
information from any source, including user facilities, individuals, or
through your own research, testing, evaluation, servicing, or
maintenance of one of your devices, that reasonably suggests that
one of your devices has malfunctioned and that this device or a
similar device that you market would be likely to cause or contribute
to a death or serious injury if the malfunction were to recur. You
must submit the information required by § 803.42. Reports to

manufacturers may be made in accordance with § 803.11(b).

(D)t Faadi o o A AU R [1 1l 38 P 2 58
e, (HAE TR I s A Al 5 203k
KK EAERTRUE CRLAE P it > A B
W E ST, W, PR KER
Z HJEH 30 MHITH . 4B s ey 151
—HkE, GHMERNER - aRERE
ek, JF AR R A, 28R BUE
BRI RS RS BUE T B E
DIk SRS 803.42 2K ZR M
55 FTLLIRAE § 803.11(b) Il il i i 4l

4
= o
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§ 803.42 If | am an importer, what information must | submit in

my individual adverse event reports?

§803.42 un AR R, FAIIENN
AN R FAF R A TP A R e fE B2

You must include the following information in your report, if the
information is known or should be known to you, as described in §
803.40. These types of information correspond generally to the
format of Form FDA 3500A:

RS EHE BN ZATE L NS R, B
EREHEELLTEE, 11 §803.40 H
BTk o 36 e A AR (1045 JE 38 1 % 3R A%
FDA 3500A ff##% =

(a) Patient information (Form FDA 3500A, Block A). You must

submit the following:

(a) B#H15E (FH FDA 3500A, A
O . GUGHRAE U R

1) Patient name or other identifier;

2) Patient age at the time of event, or date of birth;

4) Patient weight.

(
(
(3) Patient gender; and
(
(

b) Adverse event or product problem (Form FDA 3500A, Block B).

You must submit the following:

b) A R HFAFEG™ i A (R FDA
3500A, B ) . b AHRAZ LI A%

(1) Identification of adverse event or product problem;

(1) A R FAFEG dh 1S R

(2) Outcomes attributed to the adverse event (e.g., death or serious

injury). An outcome is considered a serious injury if it is:

(2) HRFARFMFLR (B, SET:
BREAG) o WERERZLUTEN, W
WA

(i) A life-threatening injury or iliness;

(i) A disability resulting in permanent impairment of a body function
or permanent damage to a body structure; or

(iii) An injury or illness that requires intervention to prevent

permanent impairment of a body structure or function;

(i) f& 2 i 4 75 B 5

(ii) 725 PRI RE K ANE B 477 B0 5 PR S5 4
IR R B

(iii) 5 ZE T LA BT LX) B A 45 K R T g i
J R AN 5 (14405 2 B

(3) Date of event;

(4) Date of this report;

(5) Description of the event or problem, including a discussion of
how the device was involved, nature of the problem, patient followup
or required treatment, and any environmental conditions that may
have influenced the event;

(6) Description of relevant tests, including dates and laboratory data;
and

(7) Description of other relevant patient history, including preexisting

medical conditions.

(3) FH A H M

(4) AR H 4

(5) FHAfml i) Rt I, LA e e
S5, IR, BEEVBTRIRIT
LUK T RE R W A AL TR B 26 AR R
s

(6) HHICI IR HIE, EAh H A seie =
Ky, A

(7) HofthAH < 0 S Rk, BAE Sl
FHAE IR STIRDL -

(c) Device information (Form FDA 3500A, Block D). You must submit

the following:

(c) \e# {58 (3kH% FDA 3500A, B
D) . LIHRAZLL T NA:

(1) Brand name;

(2) Product Code, if known, and Common Device Name;

(1) f R AFR;
(2) Pt ARHS Cln R JniE) s A ¥ & 4
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(3) Manufacturer name, city, and state;

(4) Model number, catalog number, serial number, lot number, or
other identifying number; expiration date; and unique device
identifier (UDI) that appears on the device label or on the device
package;

(5) Operator of the device (health professional, lay user/patient,
other);

(6) Date of device implantation (month, day, year), if applicable;
(7) Date of device explanation (month, day, year), if applicable;

(8) Whether the device is a single-use device that was reprocessed
and reused on a patient (Yes, No)?

(9) If the device is a single-use device that was reprocessed and
reused on a patient (yes to paragraph (c)(8) of this section), the
name and address of the reprocessor;

(10) Whether the device was available for evaluation, and whether
the device was returned to the manufacturer, and if so, the date it
was returned to the manufacturer; and

(11) Concomitant medical products and therapy dates. (Do not

report products that were used to treat the event.)

R

(3) HlE T A4 AR ST A

@) 5. HxS. Fols. itS e diin
WO b H I PR AR B & iR 25
B AL RE B — B &R IRAT (UDI):
(5) W fElEs (BAELWAG. EE
HPIEE HAh)

6) siAEANHE (H. H. ), W&

s

(

H

(7) sspRe R (. HL ), d
H

(

s

8) 1A e /R TE B & L AN E
SR — RS &, 5 2

(9) W R &% AT EE 5 LA AR
I — IR % O3 (c)(8) BL)
FRAb 3R (4 R A L

(10) W& 27 AL PPAl, 2 750 [ il i
B, AN, IR[EIHDE R 0 H B A
(1) PR EETT = AT . OR
TR TR AR R D

(d) Initial reporter information (Form FDA 3500A, Block E). You must

submit the following:

(d) ¥IaEEH A5 5 (F£# FDA 3500A,
EHo) . BRI LLT WA

(1) Name, address, and telephone number of the reporter who
initially provided information to the manufacturer, user facility, or
distributor;

(2) Whether the initial reporter is a health professional;

(3) Occupation; and

(4) Whether the initial reporter also sent a copy of the report to us, if

known.

(1) ARG R P s A R iR
BHE EMRE M4 . bR EBTE S
i

(@W%ﬁik TR TR G
(3) Bk

(@W%ﬁik B A FRATRIE T —
G RIAS, SRR i .

(e) Importer information (Form FDA 3500A, Block F). You must

submit the following:

(e) #HF{EE (KM FDA 3500A, F
B o SRR LR A

(1) An indication that this is an importer report (by marking the
importer box on the form);

(2) Your importer report number;

(3) Your address;

(4) Your contact person;

(5) Your contact person's telephone number;

(1) EUKR— G O ERE G
e EAROHE CRAD)

(2) TR T R0 25 G

(3) Jes o bt

(4) TSR
(5)

5) f& B RN LS 5 5

MR
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(6) Date that you became aware of the event (month, day, year);
(7) Type of report (initial or followup). If it is a followup report, you
must include the report number of your initial report;

(8) Date of your report (month, day, year);

(9) Approximate age of device;

(10) Event problem codes - patient code and device code (refer to
FDA MedWatch Medical Device Reporting Code Instructions);
(11) Whether a report was sent to us and the date it was sent
(month, day, year);

(12) Location where event occurred;

(13) Whether a report was sent to the manufacturer and the date it
was sent (month, day, year); and

(14) Manufacturer name and address, if available.

(6) EamEZFAMHI (H. H.

55'3) H

(7) ERM WIIHEUEE) « WREE
SR, SO U S AR S R
G 5

(8) A HW (H. H. ) ;

(9) 145 IR R MASE FH AR B s

(10) FF ] A QRS —— 8 5 AR A AN 28k

1 (Z%ZFDA MedWatchZE 7 2k

EARLBLHD

(11) R FRATRIE T ks LR K% H

(A H. 5

(12) FH A A

(13) 2 75 1) il 7 A ik ik DA S K% H

M (H. B %) 5 M

(14) #liE 2 Amth: nBa) .

[79 FR 8846, Feb. 14, 2014, as amended at 80 FR 10587, Feb. 27,
2015]

[7T9FR 8846, 2014 -2 H 14 H, &
80 FR 10587, 2015 4 2 H 27 H&iT]

Subpart E - Manufacturer Reporting Requirements

E T&8 5 - fliG i 5 2R

§ 803.50 If | am a manufacturer, what reporting requirements

apply to me?

§803.50 MISLTAHIETS, WLt TR
TR

(a) If you are a manufacturer, you must report to us the information
required by § 803.52 in accordance with the requirements of §
803.12(a), no later than 30 calendar days after the day that you
receive or otherwise become aware of information, from any source,

that reasonably suggests that a device that you market:

(a) ARERHNER, EBLIIRYE §
803.12(a) MK mFA 14k & § 803.52 %L
REMER, AR Tl st bl H A7 20
BERZHER 30 MHGH, KREAAEM
KRR, P R W A B 0 B

(1) May have caused or contributed to a death or serious injury or
(2) Has malfunctioned and this device or a similar device that you
market would be likely to cause or contribute to a death or serious

injury, if the malfunction were to recur.

(1) WIREIE MBI A 1 AET B, B8R
(2) KA, JF HanRskbs i ook A,
A R e B B AL B % T RE = P 2R
FEICT B EAE

(b) What information does FDA consider “reasonably known” to me?

(b) FDA A Ay TR BB AT E "W a5 .2

(1) You must submit all information required in this subpart E that is
reasonably known to you. We

consider the following information to be reasonably known to you:

(1) LAFE AR E 7 oh 2RI A 18
EEAENEE . ATV L5 2
TRV ER:

(i) Any information that you can obtain by contacting a user facility,
importer, or other initial reporter;

(i) Any information in your possession; or

(i) f&n] LUEL IR R A - B0 2 R el
H AU AR AT TS S 5
(it) I PAEME R s
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(iii) Any information that you can obtain by analysis, testing, or other

evaluation of the device.

(iii)) f&n] LUB R B3 AT 70 fr . ek
HoAh PG SRAT R4 B

(2) You are responsible for obtaining and submitting to us
information that is incomplete or missing from reports submitted by

user facilities, importers, and other initial reporters.

(2) 147 SESRBUTF [ JAT TR 3
Jits HE DR AN A AT AR R T AR ST R
A E R R R AR R

(3) You are also responsible for conducting an investigation of each
event and evaluating the cause of the event. If you cannot submit
complete information on a report, you must provide a statement
explaining why this information was incomplete and the steps you
took to obtain the information. If you later obtain any required
information that was not available at the time you filed your initial
report, you must submit this information in a supplemental report
under § 803.56 in accordance with the requirements of § 803.12(a).

(3) EIE TS R FAFHEAT I ATV
FAFME R ARG TR A e B R
fEE, BRI —mFEY, RNt A
25 BA T B UL BN RBUZAE B BRI
I BR. IR G RIRAT T AR AR
G AT A AT F S, B IUR
i § 803.12(a) Wk, ik § 803.56

FEAN FEAR 5 IR A IAE B

§ 803.52 If | am a manufacturer, what information must | submit

in my individual adverse event reports?

§803.52 Wk AMIER, TLIHENN
AR FFR S PSR A LEAE 2 ?

You must include the following information in your reports, if known
or reasonably known to you, as described in § 803.50(b). These
types of information correspond generally to the format of Form FDA
3500A:

1 § 803.50(b) ik, n A& kNIE BLA B
g, BOAERETEEDTFER. X
ST ()45 S JE X BTk A% FDA
3500A FH%

(a) Patient information (Form FDA 3500A, Block A). You must

submit the following:

(a) B#H15E (FH FDA 3500A, A
O . GUGHRAE U R

1) Patient name or other identifier;

2) Patient age at the time of event, or date of birth;

4) Patient weight.

(
(
(3) Patient gender; and
(
(

b) Adverse event or product problem (Form FDA 3500A, Block B).

You must submit the following:

b) A R EFAFE™ i B (R FDA
3500A, B ) . b AHRAZ LI A%

(1) Identification of adverse event or product problem;

(1) AN B AR B il 7] AR R TR A 5

(2) Outcomes attributed to the adverse event (e.g., death or serious

injury). An outcome is considered a serious injury if it is:

(2) HEF A RF RS R (B, sErs
) o REEFZELL RO, MR
™ A -

(i) A life-threatening injury or iliness;

(i) A disability resulting in permanent impairment of a body function
or permanent damage to a body structure; or

(iii) An injury or iliness that requires intervention to prevent

permanent impairment of a body structure or function;

(i) f& 2 i P 405 55 B 5

(if) B R TR AN 5 B S PR 45
IKAMESRAT R B

(i) T ZET-TRLAR (X S R 2584 BT e it
JlR AN (5 3 B 5

(3) Date of event;

(3) FH A H s
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(4) Date of this report;

(4) A7 H

(5) Description of the event or problem, including a discussion of
how the device was involved, nature of the problem, patient followup
or required treatment, and any environmental conditions that may

have influenced the event;

(5) FH A ml i) Rt A, LA e e
Z 5. R . B BV B R AT
LUK T RE R Wi A AL TR B 26 AR R

s

(6) Description of relevant tests, including dates and laboratory data;

and

(6) MR AL, AFEH AL =
s, A

(7) Other relevant patient history including preexisting medical

conditions.

(7) HofthAH < T s, BLARREARIN S .

(c) Device information (Form FDA 3500A, Block D). You must submit

the following:

(c) B &5 E (FH FDA 3500A,
D) . MR LT A2

(1) Brand name;

(2) Product Code, if known, and Common Device Name;

(3) Manufacturer name, city, and state;

(4) Model number, catalog number, serial number, lot number, or
other identifying number; expiration date; and unique device
identifier (UDI) that appears on the device label or on the device
package;

(5) Operator of the device (health professional, lay user/patient,
other);

(6) Date of device implantation (month, day, year), if applicable;
(7) Date of device explantation (month, day, year), if applicable;
(8) Whether the device is a single-use device that was reprocessed
and reused on a patient (Yes, No)?

(9) If the device is a single-use device that was reprocessed and
reused on a patient (yes to paragraph (c)(8) of this section), the
name and address of the reprocessor;

(10) Whether the device was available for evaluation, and whether
the device was returned to the manufacturer, and if so, the date it
was returned to the manufacturer; and

(11) Concomitant medical products and therapy dates. (Do not

report products that were used to treat the event.)

(1) MR AAFK;

(2) F= i ARES Cln 2R sniE ) Fis H w4
PR

(3) Ml AR ST A 5

(4) 85, HxS. JpHlS. A5 Edim
W Uk H A, DO BRI & AR
B e b A —i & AR IRAT (UDI);
(5) B&HEMEE (PARMAR. EE
HPEE . HiAh)

(6) #MAEAHM (H. H. ), W&
s

(7) A (H. H. ), W&
s

(8) Z AR /e AR B & E N T E
S — RS &, &) 2

(9) W A SR AE B By b P A PR AN A
I — IR % CRT5E (c)(8) B)
FRALFRE 1) 24 FRAN L

(10) W& AP, 275 IR [l iE
i, AR, IR EIGER R H I, A
(1) FEBE T P= S oRRIT Hl. OR
RS H TR . O

(d) Initial reporter information (Form FDA 3500A, Block E). You must

submit the following:

(d) #1hatk & N5 B (R4 FDA 3500A,
E:[;,%) o jg\:“\zﬁjj:%ﬁiu?ﬁ]%‘::

(1) Name, address, and telephone number of the reporter who

initially provided information to you, or to the user facility or importer;

(1) B ) B P et it 1 3R A5
SRR N4 HibE AT i S
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(2) Whether the initial reporter is a health professional;
(3) Occupation; and
(4) Whether the initial reporter also sent a copy of the report to us, if

known.

(2) MR E AR BA T G
(3) Bk A

(4) WIaa At Aot B W AT E T — 1
R EIA, AR RE R .

(e) Reporting information for all manufacturers (Form FDA 3500A,

Block G). You must submit the following:

(e )Fﬁﬁﬁﬁﬂiﬁﬁﬁﬁi‘ﬁiﬁﬁ (£H% FDA
3500A, HG) . BAAHEZLLLT N

(1) Your reporting office's contact name and address and device
manufacturing site;

(2) Your contact person's telephone number;

(3) Your report sources;

(4) Date received by you (month, day, year);

(5) PMA/510k Number and whether or not the product is a
combination product;

(6) Type of report being submitted (e.g., 5-day, initial, followup); and
(7) Your report number.

() E’J%&ﬁbj} ;%E’Jﬁaé%m A A
2) TR R N HAE 50

3) & E‘Jiﬁé%&ﬂ%ﬁ

4) I H

5) PMA/510k%# 5 &F

N9
%Eﬁﬁ e

/\/\/\/\

Eu

—~
(22}

) P& AR
R JEED 5 M
(7) AR IR 5

KA (B, 5K, ¥

(f) Device manufacturer information (Form FDA 3500A, Block H).

You must submit the following:

(f) W& HliE s (k% FDA 3500A,
BLH) o AR LLT 2

(1) Type of reportable event (death, serious injury, malfunction, etc.);
(2) Type of followup report, if applicable (e.g., correction, response
to FDA request, etc);

(3) If the device was returned to you and evaluated by you, you must
include a summary of the evaluation. If you did not perform an
evaluation, you must explain why you did not perform an evaluation;
(4) Device manufacture date (month, day, year);

(5) Whether the device was labeled for single use;

(6) Evaluation codes (including event codes, method of evaluation,
result, and conclusion codes) (refer to FDA MedWatch Medical
Device Reporting Code Instructions);

(7) Whether remedial action was taken and the type of action;

(8) Whether the use of the device was initial, reuse, or unknown;

(9) Whether remedial action was reported as a removal or correction
under section 519(f) of the Federal Food, Drug, and Cosmetic Act,
and if it was, provide the correction/removal report number; and

(10) Your additional narrative; and/or

(1) FTREEARRA BET:. B, i)
B 25 )

(2) JFEARE IR, mAER (i,
FIE. Xt FDA ZSREIMIN S

(3) W R R [R5 18 I i A AT VP
i, BRI EVPAEREL . an R A
ITVPAl, TS AL R R A A BT AT VR
s

(4) #AE~H I (B, By )

(5) A 75 Ar s Ny — MRS

(6) VAL ACHS CEIEHEACRY ., PP TT
%L SR RS (S WFDA
MedWatchZ& 7 #tih 2 AR 35D

(7) 72 3 R 7RI Tt B A Tt S 2

(8) B HRWIXRAEA . EEMHE
FEAHN;

(9) MR¥E CHRIR A 25 mNe i 72
55 519(f) 4%, AMEUE 2 T gk g

FRECEIE, WRsE, TESRMEE IR BRIk
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Jn

s
(10) &R Ab AR s FI/EY

o

(11) Corrected data, including:

(11) %, -

(i) Any information missing on the user facility report or importer
report, including any event codes that were not reported, or
information corrected on these forms after your verification;

(ii) For each event code provided by the user facility under §
803.32(e)(10) or the importer under § 803.42(e)(10), you must
include a statement of whether the type of the event represented by
the code is addressed in the device labeling; and

(i) If your report omits any required information, you must explain
why this information was not provided and the steps taken to obtain

this information.

(i) F P Vit 5 Bt 101 s i A B 1
EATEE, ARAEATRIR S I F R,
BT S B0 5 7R IX e R b b B IE 45 2.
(if) X F P @A 4% § 803.32(e)(10) 8K
O RARYE § 803.42(e)(10) 44L&
FAREY, b0 ARG TR R I FE
R R BER R

(i) 2 SRS R A U T AT AR 4 5 A

B, LR AR SR AR B R B K
RS BT R EU D B

[79 FR 8846, Feb. 14, 2014, as amended at 80 FR 10587, Feb. 27,
2015]

[79 FR 8846, 2014 42 H 14 H, %
80 FR 10587, 2015 4 2 A 27 H{&iT]

§ 803.53 If | am a manufacturer, in which circumstances must |

submit a 5-day report?

§803.53 WIRFAHIER, (ML T
AL TRAL & KA ?

You must submit a 5-day report to us with the information required
by § 803.52 in accordance with the requirements of § 803.12(a) no

later than 5 work days after the day that you become aware that:

TR ZIARYE § 803.12(a) MIZER AT
R 5 R, KA §
803.52 ERHMER, I HALETEHERR
FILL T H&E 5 M TAEH:

(a) An MDR reportable event necessitates remedial action to prevent
an unreasonable risk of substantial harm to the public health. You
may become aware of the need for remedial action from any

information, including any trend analysis or

(a) MDR W] § 5 S 7 2R AU Rt

Tt AR AR5 23 A i R i Al 2 R A5 3 A
R ] e MRS 2 P RS
i RN R i, ELAR AR AT S 0 Hr B

(b) We have made a written request for the submission of a 5-day
report. If you receive such a written request from us, you must
submit, without further requests, a 5-day report for all subsequent
events of the same nature that involve substantially similar devices
for the time period specified in the written request. We may extend
the time period stated in the original written request if we determine

it is in the interest of the public health.

(b) FATC AT ER LN 6 Kk
T o WIRERRIFAT B mIER, &
WAHRAE— 1 9 B RIS, REfE
T 375 SR AR R PRI 1) B I8 B S TR 0
B AT A FIVE ) Ja s . 2R
PATHE XA G AR a5, FATAT
AE 2 SE A J5L AR T 5 SR 2 IR

§ 803.56 If | am a manufacturer, in what circumstances must |
submit a supplemental or followup report and what are the

requirements for such reports?

§803.56 WK MG R, A ARKILT
A THRATA FE IR AR T, IX AR )
ZORAZM A

If you are a manufacturer, when you obtain information required

under this part that you did not provide because it was not known or

ARG, B EPAF AT > ER
G, T RS AR R  I AN E B
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was not available when you submitted the initial report, you must
submit the supplemental information to us within 30 calendar days of
the day that you receive this information. You must submit the
supplemental or followup report in accordance with the requirements

of § 803.12(a). On a supplemental or followup report, you must:

ToVEIR G AR SR, WU TE Y KM 30

ANHPIH WWMJF”%}E{D ISYEtiElNg

SR B AHE IR § 803.12(a) ) E R 42

Wh%iﬁ&iwﬁﬂﬁio EAN RS BUE
S, g

(a) Indicate that the report being submitted is a supplemental or

followup report;

(a) %EU%F)TTE'”E’JT
EiL 4=

A e T Bl

(b) Submit the appropriate identification numbers of the report that
you are updating with the supplemental information (e.g., your
original manufacturer report number and the user facility or importer
report number of any report on which your report was based), if

applicable; and

(b) W RiEH, IE IR IEEAE FA 715
SEUH R & RS (B,
T ) 3 5 i o 20 5 AP0 8 B I 2 AR A0 )
AT B FH P R0t B R 4R 7
5) 5 M

(c) Include only the new, changed, or corrected information.

(c) IUBLAEHT Y B SR IE 115 2

§ 803.58 Foreign manufacturers.

§803.58 [E4h 7.

(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 responsibility for the duties that such
designation entails. Upon the effective date of this regulation, foreign
manufacturers 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 submitted to FDA, within 5 days of a

change in the designated agent information.

(a) H B &AL EHE A SE ] IE
HOR HE E — 44 R EACE A DTIRGE A T 2R
807.40 ZfitArk . ST E B K
THBESESR E Pt R AT . BATE AR
ZHHS, A )3 e LA AR A AN A
% 807.40 i€ 105 EARCELA ) 44 R A
Mokt LIS e UGB AN FDA,  JF RARYE 7
ZRUBTIE R . ISR BN AR A
HUE R E A 5 RNHEZ 4 FDA,

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

(b) A1 ] e 7 14 56 [T 415 A QL e 6 0

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

(2) Conduct, or obtain from the foreign manufacturer the necessary
information regarding, the investigation and evaluation of the event
to comport with the requirements of § 803.50;

(3) Forward MDR complaints to the foreign manufacturer and
maintain documentation of this requirement;

(4) Maintain complaint files in accordance with § 803.18; and

(1) #9588 803.50. 803.52. 803.53 Al

803.56 [i] FDA %5 ;

(2) BEAT BN AME ] 3 7 AL FREUE G A

TWE RV L ZAE R, BT S §803.50
S

(3) # MDR #ifr % 5 41 [l il 1 7 IOk

AR ELR (1 STA 5

(4) 1% § 803.18 4E4P & iF CfF; Al

(5) Register, list, and submit premarket notifications in accordance (5) L IEAFLZ 807 HAr HIHE B F
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