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products are those
reagents,
instruments, and
systems intended for
use in the diagnosis
of disease or other
conditions, including
a determination of
the state of health,
in order to cure,
mitigate, treat, or
prevent disease or its
sequelae. Such
products are
intended for use in
the collection,
preparation, and
examination of
specimens taken
from the human
body. These products
are devices as
defined in section
201(h) of the Federal
Food, Drug, and
Cosmetic Act (the
act), and may also be
biological products
subject to section
351 of the Public
Health Service Act.
[21 CFR 809.3]

medical device”
means a medical
device which—
(a)is a reagent,
reagent product,
calibrator, control
material, kit,
instrument,
apparatus,
equipment or
system, whether
used alone or in
combination; and
(b)is intended by the
manufacturer to be
used in vitro for the
examination of
specimens, including
blood and tissue
donations, derived
from the human
body, solely or
principally for the
purpose of providing
information—
(i)concerning a
physiological or
pathological state,
(ii)concerning a
congenital
abnormality,
(iii)to determine
the safety and
compatibility of
donations,
including blood
and tissue
donations, with
potential
recipients, or
(iv)to monitor
therapeutic
measures,
and includes a
specimen receptacle
but not a product for
general laboratory
use, unless that
product, in view of
its characteristics, is
specifically intended
by its manufacturer
to be used for in
vitro diagnostic
examination;

(51AT. |WIE
5)
mpl
The Medical
Devices Regulations

2002
(legislation.gov.uk)
7 $. medical
device D EHE & G

device (IVD): A
medical device is an
in vitro diagnostic
medical device (IVD)
if it is a reagent,
calibrator, control
material, kit,
specimen receptacle,
software,
instrument,
apparatus,
equipment or
system, whether
used alone or in
combination with
other diagnostic
goods for in vitro
use. It must be
intended by the
manufacturer to be
used in vitro for the
examination of
specimens derived
from the human
body, solely or
principally for the
purpose of giving
information about a
physiological or
pathological state, a
congenital
abnormality or to
determine safety
and compatibility
with a potential
recipient, or to
monitor therapeutic
measures.

The definition of an
IVD does not
encompass products
that are intended for
general laboratory
use that are not
manufactured, sold
or presented for use
specifically as an IVD.
(51AT)

IVD medical devices:

Definitions & links |
Therapeutic Goods
Administration (TGA)

(HRELER)
[Therapeutic Goods
(Medical Devices)
Regulations 2002,1.3
Definitions]

medical device’
means any medical
device which is a
reagent, reagent
product, calibrator,
control material, kit,
instrument,
apparatus, piece of
equipment, software
or system, whether
used alone orin
combination,
intended by the
manufacturer to be
used in vitro for the
examination of
specimens, including
blood and tissue
donations, derived
from the human
body, solely or
principally for the
purpose of providing
information on one
or more of the
following:

(a) concerning a
physiological or
pathological process or
state;

(b) concerning
congenital physical or
mental impairments;
(c) concerning the
predisposition to a
medical condition or a
disease;

(d) to determine the
safety and
compatibility with
potential recipients;
(e) to predict treatment
response or reactions;
(f) to define or
monitoring therapeutic
measures.

Specimen receptacles
shall also be deemed to
be in vitro diagnostic
medical devices;

[REGULATION (EU)
2017/746 CHAPTER |
INTRODUCTORY
PROVISIONS Section 1
Scope and definitions/
Article 2 Definitions(2)]

device, or IVDD,
means a medical
device or a product
subject to section 3
of the Medical
Devices Regulations
that is to be used in
vitro for the
examination of
specimens derived
from the human
body.

Section 3

(1) These regulations
apply to an in vitro
diagnostic product
that is a drug or that
contains a drug as if
the product were a
medical device.

(2) Subsection (1)
does not apply to in
vitro diagnostic
products that are or
contain drugs listed
in Schedule E or F to
the Act, in the
Schedule to Part G or
Part J of the Food
and Drug
Regulations, in the
Schedules to the
Controlled Drugs and
Substances Act, or in
the Schedule to the
Narcotic Control
Regulations.

The definition of
IVDDs applies to
reagents, articles,
instruments,
apparatus,
equipment or
systems, including
calibrators, control
materials, software,
whether used alone
or in combination,
manufactured, sold
or represented for in
vitro diagnostic use.
(51AT)

Guidance Document:
Guidance for the
Risk-based
Classification System
for In Vitro
Diagnostic Devices
(IvDDs) - Canada.ca

ZoEET TEER
L, RIZEBIT 5%
W3,
BARERAIZIX
HoHATWLSY
AXIEEHDEK
RO, REXITF
BRICERASINE Z &
NERESIhATWLS
MTHOT., HHBRE
F (HWRE. |
¥, EERL. GEA
A0 e A= Ry AW
(EFtE#ICXT
BEFTHOT. —D
HREBDENT
EHESICEAED
ShtE=HEDZEWS, L
TELC,) RUIh#%
R LI-EHRERE
W3, UTRL,) TH
WED (EENRR
UB4AEEERSELE
<)

= AXEIgwos
ADOEE T EEIC
EEAD(FT LN
B SshTWLW3Y
ThHhOT. HHWBRES
TRHWE O (EEEH
. EHRRUBEE
BEHGERL)
[EER. EEBRE
NDRE. AR UR
EHOEREFICET
BiktE

(AT TEHE] &0
5.) F2 &% 11

[R5\ 2 RESE
)|
MAS\ W RESER]
L. ESERBRDZE
ICEREINBEDN
B ESNTWDEE
ERODS5H, AXIELE)
MOSKRICEEER
EhbZEDHLE
DEWD, [FEHEE2
&5 14 1)

TrAUh | ZE | el | ER | hF+5 | BAX (EE&R) | BX (E&E#R%)
2HREIE
IVD D EZ (JR3X) | In vitro diagnostic “in vitro diagnostic in vitro diagnostic ‘in vitro diagnostic An in vitro diagnostic | [EZE&] [EEns)

CDExET TEE#
FIEIFANELLIE
B DRI DR,
BEELIEFHIC
FRHINSZE. X
FAEZELLIZEYD
BARDEBEE LI
HREICHEERIZT
ZEMNBMESINT
WOHHMBREE (B
SEREHIER
{,) THDOT. BIH
TEHDHLD%H L

Do
(T, TEE#E]
EWS,) F25&4
18]

BCHRTHES
TahTLVS

VD DEE (B BROZFDRIEE AN ZETRERER | 2&XE(E. £8 MassAEELS) | EEMSREBAIOLE |— BAERAICW | BEEODE. LEE
Z . BAER FRE, BRI, 0 | #3B L. UT | FHFELFFEERE | @ 2E SER8S. x| V230 3 OFRE | HLhTWEY LLIEFRIcERE

B. PHITE0 | OEE#EEL BPKEE, ERXME | vy IL—4— avth | ERDIERERTE | = AXXEEMOE |hdlé. XIEAE

[:~ 1@%#‘%0)*“ 50 ﬁ(:ﬁaﬁ_‘f%ﬂ%*&% B —JL(control material). T:(i@:ﬁ':—(‘i Aﬁs fﬁo)%}' . BEXIE L(li@]%@%ﬁso)

EEETHRI[LT | QEE. AXH RMETEIE. F | Fub, B8 HEDRAEDEE | FHICERAShSC | #EEL < ITHEeIC

DDIREED K . WEYE. *t -lExetLEEE (Instrument), %#¥E D=HIZKHNTfFE EABERIE ST EEERIZFTEN

IZERTHEE BWE. *v k., HEHTH & (apparatus). #3880 —& | FH =Nnd1L0, M THDOT., W BHiE TS

Bry& L2, =B, EEXIEY NDHZEERIEL (piece of equipment) . tHi 32 3 BETHWLWLD WHRESE

REBESR, VRT | ATLTHY., B | T, AMFAEDE | voryz7XEix7 | VEERTHS = AXIEMOS

N HMTRIIHEAEDL | AOBREDE=HIZ | AT, 8aXEEHED | M. XX, EEE | AOBEXITHEEC

b (PNOEFN R BTHERAINDL | invitro TERT S | gclEfsh, AMkik | B THIIDE D EBERFT LN

ANEDOSEREN | DTHB L, CEEERLTL | otkokzE MEERY | [CEEREETHK | BMEShTL Y

-HRADIFEI., 5 | O AERILSERL | 283, vV 7T | moritwsss) o | NZHBEER THOT. HHBa

8 REICERY | ~mEERUHEEZE L—4—, a2t | =oiciscERTsc | (2) EEEDI) (X, ZTHLED

5 EEEMEL | EURBRADRKRE A—)LA$E, v | LeREEE,rERLE | EREORTY 21—

TWh3, 12, BHTXIEE b, BIAREE. V | EmmRc, BEXE | E TRIEFD B | THRAZHBEE

DR, ELTLUTODESR | Zhoxz7. KB | To—outicBET 2 | MEELRAD/S | &1 &1E. EOER

EREM - EE #RHET 5B 5 T HERETECLEAN | — b G T3/ N— | OZBICERSNS

o ERESGE GE T. invitro TERA | B, FLEYRT | £93 b DRYTa— | 2ELBMHESNT

) Dty ary | FTEHILEHEE | L EBEFHRIEREEN | L., REEVE L | WIEEZDS B,

201 (h) ICEESNh | AERLEEHDT B7OERARITKECE | OUMEE, £ | ARSIV SIKIC

TWBTNART | H5, FTHE FREIFFRAIDR | EEERIhD L

HY. DREEY ()VEEPMXI(E bAERMEDSHURIIE | RICTEHINEE | oBLEDENS,

—EREDEY D REFAIRREIC wuEECETLICE | ERXEIEELE

32351 DORE g5, (OEELOKEE 135 | SRS 2T A

BOEYMEHESR (iFEERHEEFEIC E2OERICET LD | WICITERA LA

THHIEELH 5, L ETY MHME®EIZ| IVDDs DEEIL.

5, (ifi) I 7% By UM% T rRenLEato | BFE-(3EEeH

DIREE & 214 5 TTCHERIN LK
EixEENDRE eAEMREE-ILARR | SN2 EFHMEL

1



https://www.legislation.gov.uk/uksi/2002/618/part/I
https://www.legislation.gov.uk/uksi/2002/618/part/I
https://www.legislation.gov.uk/uksi/2002/618/part/I
https://www.legislation.gov.uk/uksi/2002/618/part/I
https://www.tga.gov.au/resources/resource/guidance/ivd-medical-devices-definitions-links
https://www.tga.gov.au/resources/resource/guidance/ivd-medical-devices-definitions-links
https://www.tga.gov.au/resources/resource/guidance/ivd-medical-devices-definitions-links
https://www.tga.gov.au/resources/resource/guidance/ivd-medical-devices-definitions-links

x1 BNV ICEELE-ZERKERRAER

30)

manufacturer, you
must report to us the
information that
reasonably suggests
that a device that
you market:

(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.

You must submit a 5-
day report to us that
you become aware
that:

(a) An MDR
reportable event
necessitates
remedial action to
prevent an
unreasonable risk of
substantial harm to
the public health or

(b) We have made a
written request for

the submission of a
5-day report.

meets all three
reporting criteria
below is considered
an adverse incident
and must be
reported to the
MHRA:

= an event has
occurred. This
includes situations
where testing
performed on the
device,
examination of
the information
supplied with the
device, or any
scientific
information
indicates some
factor that could
lead, or has led, to
an event

* the
manufacturer’s
device is
suspected to be a
contributory cause
of the incident

* the event
resulted in, or
might have
resulted, in death
or a serious
deterioration in
state of health of a
patient, user or
other person

Not all adverse
incidents result in
death or a serious
deterioration in
health. These may
have been prevented
because of other
circumstances, or
because of
intervention.
Therefore, you must
still send us a report
if:

* anincident
associated with a
device happened,
AND

* if it occurred
again, it might lead
to death or serious
deterioration in
health

(51FHIT)
Medical devices:
guidance for
manufacturers on
vigilance - GOV.UK

(www.gov.uk)

relates to an event
or other occurrence
that represents a
serious threat to
public health—48
hours after the
person becomes
aware of the event
or occurrence; and

(b) if the information
relates to an event
or other occurrence
that led to the death,
or a serious
deterioration in the
state of health, of a
patient, a user of the
device, or another
person—10 days
after the person
becomes aware of
the event or
occurrence; and

(c) if the information
relates to an event
or other occurrence
a recurrence of
which might lead to
the death, or a
serious deterioration
in the state of
health, of a patient,
a user of the device,
or another person—
30 days after the
person becomes
aware of the event
or occurrence; and

(d) in any other
case—60 days after
the person becomes
aware of the
information.

<Reporting
Requirement>

(1) Forthe
purposes of
subsection 41FN(5A)
of the Act, if the
person in relation to
whom a kind of
medical device is
included in the
Register gives
information of a kind
mentioned in
subsection 41MP(2)
or 41MPA(2) of the
Act to the Secretary
within the period
covered by
paragraph 5.7(1)(a),
(b) or (c) of these
Regulations, the
person must give a
written report to the
Secretary in
accordance with this
regulation.

(ARELES)
[Therapeutic Goods
(Medical Devices)
Regulations 2002

1.(a)any serious incident
involving devices made
available on the Union
market, except expected
erroneous results which are
clearly documented and
quantified in the product
information and in the
technical documentation
and are subject to trend
reporting pursuant to
Article 83;
3.Manufacturers shall
report any serious incident
as referred to in point (a)
immediately after they
have established a causal
relationship between that
incident and their device
or that such causal
relationship is reasonably
possible, and not later than
15 days after they become
aware of the incident.

4. Notwithstanding
paragraph 3, in the event
of a serious public health
threat the report referred
to in paragraph 1 shall be
provided immediately, and
not later than 2 days after
the manufacturer becomes

aware of that threat.

5. Notwithstanding
paragraph 3, in the event
of death or an
unanticipated serious
deterioration in a person's
state of health the report
shall be provided
immediately after the
manufacturer has

established or as soon as it
suspects a causal
relationship between the
device and the serious
incident but not later than
10 days after the date on
which the manufacturer
becomes aware of the
serious incident.

(1BBLE)
[REGULATION (EU)
2017/746

CHAPTERVII POST-

MARKET SURVEILANCE,
VIGILANCE AND MARKET
SURVEILANCE

Section 2 Vigilance/ Article
82 Reporting of serious
incidents and field safety
corrective actions
(1),(3),(4) and (5)]

H4 FS4> (vbp Iz
<)
MEDDEV
v serious public
health threat
v’ Death or
unanticipated
serious
deterioration in
the state of health
occurred
(unanticipated
harm or death)
v’ Others (could

and the importer of
a medical device
shall each make a
preliminary and a
final report to the
Minister concerning
any incident that
comes to their
attention occurring
in Canada that
involves the device if

(a) the device is sold
in Canada; and

(b) the incident

(i) is related to a
failure of the device
or a deterioration in
its effectiveness or
any inadequacy in its
labelling or in its
directions for use,
and

(i) has led to the
death or a serious
deterioration in the
state of health of a
patient, user or
other person, or
could do so were the
incident to recur.
(51 FAT)

Medical Devices
Regulations
(justice.gc.ca)
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automatically—
period for giving
information about
adverse events etc
(Act s 41FN)

- 5.8A Conditions
applying
automatically—
giving of report
about adverse
events or
occurrences (Act s
41FN)

deterioration in
health)

[MEDDEV 2.12-1rev 8
5.1.1 CRITERIA FOR
INCIDENTs TO BE
REPORTED BY
MANUFACTURERS TO
COMPETENT
AUTHORITIES, 5.1.7
TIMESCALE FOR THE
INITIAL REPORTING OF AN
INCIDENT]

DocsRoom - European

Commission
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country be reported (ELMIZEEM | Regulations FRTELDL RL-EEQ
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an event that occurs &n) BELOE
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MDR regulation if it
involves a device
that has been
cleared or approved.
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https://www.lakeme
delsverket.se/en/rep
orting-adverse-
reactions-events-
and-
incidents/incidents--
medical-
devices#thmainbody6

(IVDR Article87(1))

the manufacturer REDE TN (&¥EH)
that has been
cleared or approved N FEERFEA
in the US —and is 12k BREEGE
also lawfully 12k BHA -
marketed in a foreign BEELGAER -
country. Devices may RTCORED
be manufactured to BEnh, T2
slightly modified BIZKBIE
specifications to {5l - BRZEFED
meet standards in HEEROZE
different countries. If LULWE1E
these changes do not
substantially alter
the performance of
the device, then any
device events that
are MDR reportable
events relating to
such modified
devices should be
reported under the
MDR regulation
[Guidance for
Industry and Food
and Drug
Administration Staff
Document issued on:
November 8, 2016]
https://www.fda.gov
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load
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https://www.tga.gov.au/resources/resource/guidance/adverse-event-reporting#:~:text=Reporting%20exemptions%20granted%20by%20the,a%20case%20by%20case%20basis.
https://www.tga.gov.au/resources/resource/guidance/adverse-event-reporting#:~:text=Reporting%20exemptions%20granted%20by%20the,a%20case%20by%20case%20basis.
https://www.tga.gov.au/resources/resource/guidance/adverse-event-reporting#:~:text=Reporting%20exemptions%20granted%20by%20the,a%20case%20by%20case%20basis.
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https://www.gov.uk/government/collections/medical-devices-guidance-for-manufacturers-on-vigilance
https://www.legislation.gov.au/Series/F2002B00237
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https://ec.europa.eu/docsroom/documents/36292
https://ec.europa.eu/docsroom/documents/36292
https://laws-lois.justice.gc.ca/eng/acts/f-27/
https://laws-lois.justice.gc.ca/eng/acts/f-27/
https://laws-lois.justice.gc.ca/eng/regulations/SOR-98-282/
https://laws-lois.justice.gc.ca/eng/regulations/SOR-98-282/
https://laws-lois.justice.gc.ca/eng/regulations/SOR-98-282/
https://elaws.e-gov.go.jp/document?lawid=335AC0000000145
https://elaws.e-gov.go.jp/document?lawid=335AC0000000145
https://elaws.e-gov.go.jp/document?lawid=335AC0000000145
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Medical Device vigilance - GOV.UK Administration (TGA) problem - Canada.ca | E&#E (EEK BEHmE (EEK
Problems | FDA (www.gov.uk) https://solidarites- FEMIT) | W3 | EFRIF) | JhT
Adverse event sante.gouv.fr/soins- | ARCHIVED: Guidance | ITBUEAN EEGE | TEEA EERE
Guidance on the reporting | et- Document for LS EHIE BRI A HE

(pmda.go.jp)

Diagnostic medical

Administration (TGA)

t-sante-gouv-fr/

devices in Great

Reporting for
Medical Devices -

OBEHE (EX

(pmda.go.ip)
OBEWRE (BEX

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:
(w) Serious injury
means an injury or
illness that:

(2) 1s life-
threatening,

(2) Results in
permanent
impairment of a
body function or
permanent damage
to a body structure,

or
(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.

[21 CFR 803.3 (w)]

in the state of health
of a person if the
event or other
occurrence causes,
or contributes to:
(a) a life threatening
illness or injury
suffered by the
person; or

(b) a permanent
impairment of a
bodily function of
the person; or

(c) permanent
damage to a body
structure of the
person; or

(d) a condition
requiring medical or
surgical intervention
to prevent such
permanent
impairment or
damage.

(ARME4)
[Therapeutic Goods
(Medical Devices)
Regulations 2002
5.7(3)]

to any of the following:
(a)the death of a
patient, user or other
person,

(b)the temporary or
permanent serious
deterioration of a
patient's, user's or
other person's state of
health,

(c)a serious public
health threat;

(69)‘serious public
health threat’ means an
event which could
result in imminent risk
of death, serious
deteriorationin a
person's state of health,
or serious illness, that
may require prompt
remedial action, and
that may cause
significant morbidity or
mortality in humans, or
that is unusual or
unexpected for the
given place and time;

[IVDR CHAPTER |
INTRODUCTORY
PROVISIONS
Section1 Scope and
definitions/ Article 2
Definitions(68)(69)]

(B% : incident)
(67)‘incident’ means
any malfunction or
deterioration in the
characteristics or
performance of a
device made available
on the market,
including use-error due
to ergonomic features,
as well as any
inadequacy in the
information supplied
by the manufacturer
and any harm as a
consequence of a
medical decision,
action taken or not
taken on the basis of
information or result(s)
provided by the device;

Regulations, this
term means a life-
threatening disease,
disorder or
abnormal physical
state, the
permanent
impairment of a
body function or
permanent damage
to a body structure,
or a condition that
necessitates an
unexpected medical
or surgical
intervention to
prevent such a
disease, disorder or
abnormal physical
state or permanent
impairment or
damage.

Note: Serious
deterioration in
health also includes
a serious public
health threat which
is any incident type,
which results in
imminent risk of
death, serious
deterioration in
health, or serious
illness that requires
prompt remedial
action.

(BIAT)
ARCHIVED:
Guidance
Document for
Mandatory Problem
Reporting for
Medical Devices -
Canada.ca

(4) BED=®HIC
AR ILZ BT~ D
AR IE AL D
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for medical devices:
Medicines and Guidance document
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(www.gov.uk)
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https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/946260/IVDD_legislation_guidance_-_PDF.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/956363/Management_of_in_vitro_diagnostic_medical_devices.pdf
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