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x1 BNV ICEELE-ZERKERRAER

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
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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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nNoHsd5E0
OM5@FETIC O 5@FTIC
RYEFILSN T, B RYEFIUSN T, 8
mMTIEEL, D, wmTIEEL, o,
RAXESEN LT RAXESEN ST
TEEUVRIDGES TEGE VR DGESH
EORE FEORE
O EEHEBOTE
BEDREDS L.
IZHEBIFHEFDHRE
DEETNOHH LD
[FfM4E3A18H (FfM45E3A18H
E 4 %0318 5 FE 4 %0318 5
15Ri&R2 (2) % 15R&k2 (2) %
5. —&B&RE] 5. —EBERE]
WEE
RERTEE | HF WMAFEZ | &FHB £7% (WA -8 =% (REREAN | &5 =75 =75
(Manufacturer) | &%) [21 CFR 803] H - 8EEEA— | CRTEEEES
ArZUTERA)ZE | )
=X )
[Therapeutic Goods
Act 1989, 41FN]
BESSFI M | 7521 CFR 803] R EATRE HmE T HE MmBE (TR A | &H &5 WELHD | BB WELHD
(user facility) | (a) You must submit (51AT) (51 FT) BEZRIEEZ | (BES) u.u&)éiﬁA) uu.&)éiﬁA)
(5 : EFER | reports to the In vitro diagnostic BEEXICHER | L5 Medical Devices [%1%%&% 68 &M [EEHEEEE 68 D
BE. &M% S | manufacturer or to medical devices: WS EMBEBEZE | [IVDRATX] Regulations 10 % 2 IH) 10 % 2 )
us, or both, as procurement (228 (77) Member States (justice.gc.ca) XEHFREELT XEHFREELT
specified in safety, quality and About the DAEN - should take appropriate
paragraphs (a)(1) performance - medical devices | measures to raise
and (a)(2) of this GOV.UK Therapeutic Goods awareness among
section as follows: (www.gov.uk) HAZT X healthcare professionals,
(1) Reports of death. Medical device users and patients about
You must submit a incident reporting & | the importance of
report to us as soon investigation scheme | reporting incidents.
as practicable but no (IRIS) guidance Healthcare professionals,
more than 10 work users and patients should
days after the day be encouraged and
that you become enabled to report
aware of suspected serious
information, from incidents at national level
any source, that using harmonised
reasonably suggests formats. The national
that a device has or competent authorities
may have caused or should inform
contributed to the manufacturers of any
death of a patient of suspected serious incident
your facility. You and, where a
must also submit the manufacturer confirms
report to the device that such an incident
manufacturer, if might have occurred, the
known. You must authorities concerned

5



https://www.gov.uk/government/publications/in-vitro-diagnostic-medical-devices-procurement-safety-quality-and-performance
https://www.gov.uk/government/publications/in-vitro-diagnostic-medical-devices-procurement-safety-quality-and-performance
https://www.gov.uk/government/publications/in-vitro-diagnostic-medical-devices-procurement-safety-quality-and-performance
https://www.gov.uk/government/publications/in-vitro-diagnostic-medical-devices-procurement-safety-quality-and-performance
https://www.gov.uk/government/publications/in-vitro-diagnostic-medical-devices-procurement-safety-quality-and-performance
https://www.gov.uk/government/publications/in-vitro-diagnostic-medical-devices-procurement-safety-quality-and-performance
https://www.gov.uk/government/publications/in-vitro-diagnostic-medical-devices-procurement-safety-quality-and-performance

x1 BNV ICEELE-ZERKERRAER

- 5 days and 30 days
Supplemental
Report(1B 01 #R A

[EEBI LS D]
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TAYUAh ZE = ER hF+5 BX (EEm BA (EE#R)
submit the should ensure that
information required appropriate follow-up
by § 803.32. Reports action is taken in order to
sent to the Agency minimise recurrence of
must be submitted in such incidents.
accordance with the
requirements of § MEDDEV
803.12(b). FEDEEICEIL
(2) Reports of BEIANE GEW
serious injury. You HEAEALY)
must submit a report [MEDDEV 2.12-1 rev 8
to the manufacturer 3.1.4 For users, 9 Users
of the device no later role within the vigilance
than 10 work days system]
after the day that
you become aware AR S
of information, from Z 7% (must report)
any source, that
reasonably suggests K1y
that a device has or Z 7% (must report)
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).
EEREE | BEHN HmEATRE HmETTRE E =75 ﬁ?% (LENHD .ﬁ}% (LENH D
({#M%#&) | Voluntary Reporting (BIAT) (51 AT) KRR RAESREE LD BEE) ERDBIGE)
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Patients and Health | medical devices: WIENLEHEE | FF(must report) Lo 10 % 2 IH] 10 % 2 ]
Professionals procurement 2N XKEEBEREEL | XEFEMBELEL
[Form FDA 3500 safety, quality and BERAABESREE KA T T
(health professional) | performance - BREEORXRALG Z 7% (must report)
- Voluntary GOV.UK L,
Reporting] (www.gov.uk)
MedWatch Forms for
FDA safety reporting
B2E | BEM RETTRE mETRE mlL NEHTEHRD B B¥8 (PMDA - HP | ZEELDIEEXLEL
[Form FDA (51F5T) (51A7T) MNHERTELRL @ L TO®mE) (PMDA HP IZT
3500B(consumer/pat | In vitro diagnostic FEEXICREL TI75R $E REOIXH S
ient) for Consumer medical devices: W EMLEHEE B /Y (can report) BRBEEXE
Reporting] procurement [ZZ)N ’2?3;5':0)5‘})
safety, quality and 5| A= FIA K1y —RDAIZETT
performance - Mk &R Lo Eff. T4 XY HbRavTUY
GOV.UK Ea—32—%~0 WITBUEN BE
(www.gov.uk) R FE= 5 (should EmEREERRE
inform doctor or B48 (pmda.go.jp)
distributor)
RS AR
HERTEE | VORFEIZEKX VERLGAREHE VARBEIZEXR | VFERHLGLREE hFFTHRELS: ; &
BEEREIR | LORMOBY | GRMESRD| LORE 2AL | (LUFok . | EOEADHES] | FRAOE]
LHYRSER | A, BR: 48 BRILIK | v EEXGEX | /AHOERCRR | SE1 (RER)
LT R-002 | vREERGFY | VIEE - BAGEE | VECELEIAD ARk | BEOCRMORCE
EHBELEL HHERGEE KEDEL:108 | BEREOTH ElEslzge | R 15SAURN -
¥+ 3184 : FDA REDEL 10 | LA EHBEALE Sliqry | JERGREBEO | [RERSOEL]
~5BER B LA VIR - EAHMEE | 1t : 10 BLA FUk: 108 | IBRECRSEE | SE2 (RRE)
v Death. Serious v ZFOfh : 30 BLL KEDEILIZD | vVERBA VT UA LD BT
injury, Death 2 HHBE —r; D | Vk:15 BUA | v BRAERL E;a;@%@ 15 H
Serious injury 3| | (51FHT) HHHXRE. RE =IEEICRT . o .
EFERITHEN | Medical devices: F-IEBEH: 308 | BILES) FIXEXE {E%&{EEE#&?EO) HEFIAS O]E]
NHZHFES : | guidance for LA [IVDR CHAPTER VI REREOE | 2 BREMROLL .
FDA ~ 30 BEL | manufacturers on POST-MARKET fel=o#mp | PRERAELORSE | /SMERERS - 15
vBMERE (5 BFE | vigilance -GOV.UK | (IRELES) SURVEILLANCE, e H S | DREXIKROL | BAR :
f=1£ 30 RH) (www.gov.uk) [Therapeutic Goods VIGILANCE AND & 30 B %ﬂ%mﬁ—%@ 15| BIREE 30 AR
[21 CFR 803.20, (Medical Devices) MARKET AN H U‘Z\j . e A
803.53] Regulations 2002 SURVEILLANCE S | hF A ES THE | 7/ Lot CHEIEM
-5.7(1) Conditions ection2 Vigilance/ | LT=4 VTV b\?%b\@ﬁ%ﬁ%ﬁfi
Medical Device applying Article 82 ko Ciz$ige - 30 Eklfliq
Report (From3500A) automatically— Reporting of v REEXEHLIHR /5&%!]75\;#?,%7&
period for giving serious incidents wEBIIHL $% : %E‘,ﬂ"b\ bj__E
-5 days (NRABTEIC information about and field safety THggEg | ANECERRS
BERGEERIZT adverse events etc corrective actions EHEE T
R4t 25 £ (Act s 41FN) (3),(4) and (5)] 2EMERL | PHEEAOHE]
T 2-HDEE fik, Fflg | LRRNOERGRER
HBREZWELT D L mE | BE 15 BN
B EEECRE |/ EMRAEL
RELED L DEEZENL THIT
-30 days(3ET=FE 1= SEXRLI: [;a;itb\%)@:lSElu
b-lrf~ N % 3 -
I EERA DY (HIRHL) REEE EOmED
T MIBNETE Medical Devices REXBIER OB
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injury : FDA & &L | Responsible Person BEBE5Z2 5 | BEEEIRDER |17k
R~ 30 BN ZEL) ~OWE BR 8 HFHELURAN | BEANELICEE | v REXIETESE
[21 CFR 803.20] DLEEHY VIEL - EXIEER | 9 5(IVDR13(8)] TREELLE
(5lF7T) KeEDEL:10 H FlEFRLT:
importer Medical devices: LA AT
[21 CFR 803.10] guidance for VIRE - EXGRE k10 HUA
[21 CFR 803.40] manufacturers on KEDEIIZD v EZRHIBHEL
vigilance - GOV.UK HMNBAEEHE®D =B EIZET
(www.gov.uk) HHHEE, B&E FrIIEER
FIEEH:30H BRKEDE
LA EIZD%EHN B
ATREEDL BH D
(ARBLE ) H5A 30 B
[Therapeutic Goods AN
(Medical Devices) (RHLE4T)
Regulations 2002 Medical Devices
5.7(1)] Regulations
(justice.gc.ca)
FESRF| SR - | v Death : FDA ~ 10 HARRA: L B THWL=HHR | 75U ARERATERLEA | ZFZREOEBEEZL |ZBLEDETELGL
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1/1 £ TIZ FDA ~ procurement Ay Medical Devices
[21 CFR 803.30, safety, quality and [E 5 [Z(immediately) | Regulations
803.33] performance - (justice.gc.ca)
[21 CFR 803.10] —G( OV'UKg )
[21 CFR 803.30] v gov LK
BE | AHBEEBAS DR | gL BEBTRVEOR | I50R AREH, oR#E | B%H (PMDA- HP [ ZREDRELGL
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MedWatch: The FDA | (5IFAJT)
Safety Information In vitro diagnostic KA
and Adverse Event medical devices: BB L
Reporting Program procurement
safety, quality and
performance -
GOV.UK
(www.gov.uk)
EMREE
FELETROS | DA . HFDET | AFHBERHS OIRE | AFBERMNSEE | #BEOTHIEELR Part| (Improve how | Ell&X. ZDEED EHix, C0EED
NBHTEROKRE | £%%FRESHE, PHEZETELL MAEZRTELW [IVDR Art.88 Market | devices get on the HHZERT 57 BMZEERKT 57
NREEHRET surveillance market) H, EERFDOMH H, EEREFDHK
5=z, BED activities] 1. Increaseresearch | B. AHERUR 8. AYHRUER
IRIEHRDOE EIR, SEHEED | by medical 2HEDHER. Ch | £HOEE. Ch
. BEELOFEH R professionals and SOFEAICLDER SOFEAIZLZEF
DFHIR. FHLLR [IVDR Art.90 increase patient BEELOBEED | BELELOBED
2HFERO—FEA~ Procedure for protection HERUVILKDE | BRERUVILKD
DIzE. FhITH dealing with devices | 2. Review evidence LEZ0OnELR | LZOMORBEL
EMNSOEGOME presenting an requirements and BEREEREL. B | EEXKZEREL. &
IR7%: & DIRFEE unacceptable risk to | expand scientific UEBELEZETNAIE | UEELETAK
ZELBIEND health and safety] expertise 5L, AR A
YUEI, Part Il (Strengthen [(E#EE—FD [(E#EE—FD
MEDDEV monitoring and Z] ) |
Questions and AT MRE | follow-up)
Answers on FDA's DOFFi. BiE. /| 1. Implement
Adverse Event AZE mandatory reporting
Reporting System [MEDDEV6.Responsi | and expand the
(FAERS) | FDA bilities of national Canadian Medical
competent Devices Sentinel
authority] Network
2. Establish ability to
compel information
on medical device
safety and
effectiveness and
expand use of real
world evidence
3. Enhance capacity
in inspection and
enforcement
Part Ill (Provide more
information to
Canadians)
1. Improve access to
medical device
clinical data
2. Increase the
information on
device approvals and
publish medical
device incident data
(51 FHxT)
Health Canada’s
Action Plan on
Medical Devices:
Continuously
Improving Safety,
Effectiveness and
Quality - Canada.ca
ENTREL:: | BHE NEERD R H o IVDR : $REL L 7SR 1 EEKESS “NEEER" M “NNEEEKE
EHIDOERNERE | 4.11.3 'm a foreign NEEZETERN Only adverse events (IVDR Article NIGE. ENTHA | EENSHIER NEENDIER
manufacturer of a that occur in 82(1)(a) CIX EU T DUTY ML | EMERTHRIE | [EEEETRAE
device that has been Australia are B CTAFEEAH L., 3&EEEF | 2285MD205F118]) (228D 2052
cleared or approved required to be DA TN | IFEMORFEE | F185 0O, /N, 1]
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a foreign country. If (51 T) MEDDEYV : a—J)L, %) A | B XRHOEEA
an adverse event HAF R EXBAVITY |ATHAERLES I2&BRLE (= PATAN
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country with the reporting (EEA) . RA R, WHE, IZkBEERE (=¥ H)
device, must the Therapeutic Goods MLaTEI o= | (iBILES) f5l, BEEnTH
event in the foreign Administration (TGA) | IH& Medical Devices UREERAS | F BRPEICEKD
country be reported (ELMIZEEM | Regulations FRTELDL RL-EEQ
under the MDR SIEBEXLESEE®D | (justice.ge.ca) L - EEE 4iE 151
regulation? ELNDEETH f5il, FEAENEM ) BSEE
Yes, FDA considers EU TAFAIEEL AL DEILDREE
an event that occurs &n) BELOE
in a foreign country [MEDDEV 2.12-1 E R WNOFS
reportable under the rev8 3.SCOPE] ThERTIE

MDR regulation if it
involves a device
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cleared or approved.
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delsverket.se/en/rep
orting-adverse-
reactions-events-
and-
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(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]
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(www.gov.uk) (europa.eu) EETHAIAES | gov.go.jp/document? | gov.go.ip/document
Additional Guidance on | gy a4 2, lawid=336M5000010 | ?lawid=336M50000
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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.
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Product Cods (Deat —JSerows oy

OWD [ Somatic Gene Mutation Detection System (i& 0 0 57 57
{=F Z 5 (BRAF/EGFR)

| histoch t A Antibod
mmunohistochemis ssay, Antibody, 0 0 3 3
0 2 1 3
Dna Probe, Nucleic Acid Amplification,
0 8 1 ©)

Chlamydia (22327 DNA)
Assay, Hybridization And/Or Nucleic Acid
Amplification For Detection Of Hepatitis C 0 1 0 1
Rna,Hepatitis C Virus (HCV RNA)
C. Difficile Toxin Gene Amplification Assay
(C.DifficileFEFEIEF)
Herpes Virus (Vzv, Hsv1, Hsv2), Dna Detection
Assay For Cutaneous And Mucocutaneous 0 0 1 1
Lesion Samples(E fli )L Z DNA
Kit, Dna Detection, Human Papillomavirus (HPV
DNA)

OYB Kit, Rna Detection, Human Papillomavirus (HPV
RNA)

JR Reagents, 2019-Novel Coronavirus Nucleic Acid
6933
(aOF1%E) 3 161 6769

Covid-19 Multi-Analyte Respiratory Panel

Nucleic Acid Devices (I0+% =52 4T) . Y — 392

3 172 7241 7416

x2. PRE1ICB T EEFEERBEDTEAREEEH
Product Code Serious Serious InjurvI*lER
Injury {EE#EE&JU FETETAR
(E A9 - FEER)
Dna -Reagents, Neisseria (;#h& DNA)
Dna Probe, Nucleic Acid Amplification, =
Chlamydia (25227 DNA) 3 LALFIMHTIR) 5
2(HEHhERER)

Assay, Hybridization And/Or Nucleic Acid
Amplification For Detection Of Hepatitis C 1 1(BEER %) 0
Rna,Hepatitis C Virus (HCV RNA)

S5(REDIRE)
3(7LLE - S)
1(&Hm)

Reagents, 2019-Novel Coronavirus Nucleic 161 6(1) 73(3%)
Acid (301 F-#%Ek) 28(FH~DEE) ;

29 CABR~DEE)
10(ABRTIZEE)

6(f=HE)
172 92 80
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Hepatltls Viral B Dna Detection(HBV DNA) 0 0 1 1

MKZ* Dna Probe, Nucleic Acid Amplification, Chlamydia (2 - : - -
DNA)
Dna -Reagents, Neisseria (/A& DNA) 0 14 0 14
Assay, Hybridization And/Or Nucleic Acid Amplification For 1 2 5 5
Detection Of Hepatitis C Rna,Hepatitis C Virus (HIV/HCV/HBVIEBF I )

occ* Respiratory Virus Panel Nucleic Acid Assay System (FEOR 25 B¢ - . . P
FIEVAILABBIRE)

PCH* astrointestinal Pathogen Panel Multiplex Nucleic Acid-Based 1 0 0 1
Assay System (HALE LA BEIRE)

PLO* Meningitis/Encephalitis Pathogen Multiplex Nucleic Acid B : - E
Detection System (BfE 2 REBRE)

Mers-Cov And Common Respiratory Pathogens Semi-Quantitative
QDS* |And Quantitative Multiplex Nucleic Acid Detection System (PO 2% 0 0 1 1

R REEIRE )

Human Metapneumovirus (Hmpv) Rna Assay System (EbA% 0 0 1 !
—1—%94JLA RNA)
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=1
At 4 21 31 56
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CEEEER LI 6 THh o7z (R4) o

z4. HiE2(CB T2 EGFREE TEEHREEEN
HY Inju gL
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hlamydia (2237 DNA) 7))
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Assay, Hybridization And/Or Nucleic Acid
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Respiratory Virus Panel Nucleic Acid Assay 0 : 1 0 1
Systemn (FEOR 25 B A DAL AKEIEE)
astrointestinal Pathogen Panel Multiplex
PCH [Nucleic Acid-Based Assay System (;H1E & =% 1 1(3EC) 0 0 0
RIERERE)
Meningitis/Encephalitis Pathogen Multiplex
PLO |Nucleic Acid Detection System (BERE 2% /0 2% 2 2(3ETE) 1 1(EREREE) 0
Real Time Nucleic Acid Amplification System 1EE. LUN.,
TS RT L) ? : ' mk FeE) 0 C
4 4 21 5 16
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