
Manufacturer Incident Report (MIR) for
Serious Incidents (MDR/IVDR)

and Incidents (AIMDD/MDD/IVDD)

Reporting Template Version 7.2.1

European Union Medical Devices Vigilance System

Section 1: Administrative information

1.1 Corresponding competent authority

a Name of receiving national competent authority (NCA)

b EUDAMED number of NCA

c Reference number assigned by NCA for this incident

d Reference number assigned by EUDAMED for this incident

1.2 Date, type, and classification of incident report

a
Date of submission

b
Date of incident

to

(e.g. 2012-10-23)
c

Manufacturer awareness date

(e.g. 2012-10-23)

d Type of report

e In case of initial and follow-up reports, please indicate the expected date of the next report
(e.g. 2012-10-23)

f Classification of incident

1.3 Submitter information

1.3.1 Submitter of the report

a
Manufacturer Authorised representative Other, please specify

b Manufacturer's reference number for this incident

Kpkvkcn

Hqnnqy wr

Eqodkpgf kpkvkcn cpf hkpcn

Final (Reportable incident)

Final (Non-reportable incident)

Serious public health threat

Death

Unanticipated serious deterioration in state of health

All other reportable incidents

(e.g. 2012-10-23)

OJTC Fgxkegu

3132.19.36 3132.19.36 3132.19.363132.21.18

Korqtv ZON Cnkip hqto chvgt korqtv



c If this incident involves multiple devices from the same manufacturer, please list the respective reference
numbers of the other MIR forms you have submitted

- NCA's local reference number

- EUDAMED's reference number

- Manufacturer's reference number

d If this incident is covered under an FSCA, please provide the relevant numbers:

- NCA's local FSCA reference number

- EUDAMED's FSCA reference number

- Manufacturer's FSCA reference number

e Periodic Summary Report (PSR) ID

f If the incident occurred within a PMCF/PMPF investigation; please provide the Eudamed ID of that PMCF/PMPF
investigation

1.3.2 Manufacturer information

a Manufacturer organisation name

b Single registration number

c Contact’s first name d Contact’s last name

e Email f Phone

g Country

h Street i Street number

j Address complement k PO Box

l City name m Postal code

1.3.3 Authorised representative information

a Authorised representative organisation name

b Single Registration Number

c Contact’s first name d Contact’s last name

e Email f Phone

g Country

D/ Dtcwp Uwtikecn- U/C/

Bddtcwp/eqo
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Section 2: Medical device information

2.1 Unique Device Identification (UDI)

a UDI device identifier/Eudamed ID b UDI production identifier

c Basic UDI-DI/Eudamed-DI d Unit of use UDI-DI

2.2 Categorisation of device

a Medical device terminology

b Medical device nomenclature code

2.3 Description of device and commercial information

a Medical device name (brand/trade /proprietary or common name)

b Nomenclature text/Description of the device and its intended use

c Model d Catalogue/reference number

e Serial number f Lot/batch number

g Software version h Firmware version

i Device manufacturing date j Device expiry date

k Date when device was implanted

to

l Date when device was explanted

to

m If precise implant/explant dates are unknown, provide the duration of implantation

Number of years Number of months Number of days

n Implant facility o Explant facility

p Notified body (NB) ID number(s) (if applicable) Notified body (NB) certificate number(s) of device (if applicable)

q Please indicate the date of one of the following:

GMDN UMDNS(ECRI) GIVD/EDMS Other, please specifyEMDN

First declaration of conformity

The device first CE marked

First placed on the market

First put into service

If software, date first made available

Year Month

(e.g. 2012-10-23)(e.g. 2012-10-23)

(e.g. 2012-10-23) (e g. 2012-10-23)

1

2

312;.19.42 3132.19.42

Wpmpqyp Wpmpqyp

69888

J UVQCET[N

J uvqcet{n u c uvgt ng- n sw f v uuwg cfjgu xg eqpu uv pi qh p.dwv{n.3.e{cpqcet{ncvg Hqt gcu{ x uwcn cuuguuogpv qh vjg

J UVQCET[N DNWG V UUWG CFJGU XG 1 6ON

2161163

32;4;4P3

1234 I8 29 13 36812 191

3122 23

Wpmpqyp



2.4 Risk class of device when placed on market

a

c

2.5 Market distribution of device (region/country)
(according to the best knowledge of the manufacturer)

a

2.6 Use of accessories, associated devices or other devices
a Relevant accessories used with the device being reported on (please list with corresponding Manufacturer if

different from device being reported on)

b

b Relevant associated devices used with the device being reported on (please list with corresponding Manufacturer
if different from device being reported on)

Ecvjgvgt dwv pqv oqtg kphqtocvkqp tgictfkpi vjg ecvjgvgt wugf/



Section 3: Incident information derived from healthcare
professional/facility/patient/lay user/other
3.1 Nature of incident

a Provide a comprehensive description of the incident, including (1) what went wrong with the device (if applicable)
and (2) a description of the health effects (if applicable), i.e. clinical signs, symptoms, conditions as well as the
overall health impact (i.e. Death; life-threatening; hospitalization – initial or prolonged; required intervention to prevent permanent

damage; disability or permanent damage; congenital anomaly/Birth defects; indirect harm; no serious outcome)

3.2 Medical device problem information

a IMDRF Medical device problem codes (Annex A)

Coding with IMDRF terms is a mandatory requirement.

Choice 1

(most relevant)

Choice 2 Choice 3 Choice 4 Choice 5 Choice 6

IMDRF 'Medical device

problem codes'

Code Code Code Code Code Code

If you think the incident is unique and a suitable IMDRF term is missing, briefly explain:

b Number of patients involved

c What is the current location of the device?

d

e Usage of device (as intended)

f Remedial actions taken by healthcare facility, patient or user subsequent to the incident

Healthcare professional Patient/lay user Other, please describe

Initial use

Reuse of a reusable medical device

Problem noted prior use

Reuse of a single use medical device

Re-serviced/refurbished/fully refurbished

Other:

Healthcare facility/carer

Patient/user

In transit to manufacturer

Manufacturer

Distributor

Discarded

Remains implanted

Unknown Other:

Operator of device at the time of the incident

Kpekfgpv 0 Hcknwtg Fguetkrvkqp rtgugpvgf hqt Fgekukqp ocfg hqt vjqtceke grkfwtcn kpugtvkqp hqt
rgtkqrgtcvkxg cpcnigukc wpfgt cpcguvjgukc
Ogvjqf qh kpugtvkqp Cunggr- nghv ncvgtcn- umkp engcp ykvj ejnqtjgzkfkpg urtc{ cpf cnnqygf vq ckt ft{- dnwg icw|g wugf vq hwtvjgt ykrg vjg
ctgc kp ukping oqvkqp htqo etcpkcn vq ecwfcn oqvkqp- 27I vwqj{ pggfng wugf cpf ecvjgvgt kpugtvgf- vwqj{ pggfng tgoqxgf

Unkijv qq|g pqvgf cv ecvjgvgt0pggfng kpugtvkqp ukvg- c ftqr qh jkuvqcet{n crrnkgf . vjku tguwnvgf kp gzqvjgtoke tgcevkqp ecwukpi c
fkcvjgto{ nkmg rqr hqnnqygf d{ c uocnn rnwog qh uoqmg cpf c umkp dwtp
Ecvjgvgt rcvgpe{ ycu ejgemgf ykvj hnwujkpi cpf curktcvkpi cpf pq ngcmu kfgpvkhkgf Ecvjgvgt ftguugf cpf wvknnkugf hqt rgtkqrgtcvkxg
cpcnigukc

Hwtvjgt enkpkecn wrfcvg . 42 19 3132
2 Kv tguwnvgf kp c umkp dwtp cv vjg ukvg qh crrnkecvkqp Qh oqtg eqpegtp ycu vjg rquukdknkv{ vjcv kv oc{ jcxg jcxg dwtpv0fcocigf vjg
grkfwtcn ecvjgvgt Nwemkn{ vjku fqgu pqv qeewt cpf vjg ecvjgvgt ycu uchgn{ gzvtcevgf
3 Grkfwtcn ecvjgvgt kpugtvkqp cpf ugewtkpi . c ftqr ycu crrnkgf cv grkfwtcn ecvjgvgt kpugtvkqp ukvg cv vjg umkp
4 Vjgtg ycu c unkijv fgnc{ vq vjg qxgtcnn rtqegfwtg d{ 26.31 okpu
5 Yqwpf ycu engcpgf ykvj ejnqtjgzkfkpg urtc{ cpf cnnqygf vq ckt ft{ Hwtvjgtoqtg- ctgc ycu ykrgf fqyp ykvj icw|g rtkqt vq
kpkvkcvkqp qh grkfwtcn kpugtvkqp

C1414 C3415

2



3.3 Patient information

a IMDRF 'Health Effect' terms and codes (Annex E, F)

Coding with IMDRF terms is a mandatory requirement.

Choice 1

(most relevant)

Choice 2 Choice 3 Choice 4 Choice 5 Choice 6

IMDRF 'Clinical signs,

symptoms, and conditions

codes' (Annex E)

Code Code Code Code Code Code

IMDRF 'Health impact'

codes (Annex F)

Code Code Code Code Code Code

If you think the incident is unique and a suitable IMDRF term is missing, briefly explain:

b
Age of patient at the time of the incident

years

c

d Body weight (kg)

e List any of the patient's prior health condition or medication that may be relevant to this incident

months days

Gender

3.4 Initial reporter (can be healthcare professional of facility, patient, lay user)

a Role of initial reporter

b Name of healthcare facility where incident occurred

c Healthcare facility report number (if applicable)

Healthcare professional Patient Lay user Other, please specify

d Contact’s first name e Contact’s last name

f Email g Phone

h Country

i Street j Street number

k l PO Box

m City name n Postal code

Address complement

G281612

H2;19

PJU . Swggp Gnk|cdgvj Jqurkvcn



Section 4: Manufacturer analysis

4.1 Manufacturer’s preliminary comments

a For initial and follow-up reports: preliminary results and conclusions of manufacturer’s investigation

b Initial actions (corrective and/or preventive) implemented by the manufacturer

c What further investigations do you intend in view of reaching final conclusions?

4.2 Cause investigation and conclusion

a For Final (Reportable incident): Description of the manufacturer’s evaluation concerning possible root
causes/causative factors and conclusion

b For Final (Non-reportable incident):Fill out rationale for why this is considered not reportable

c Is root cause confirmed?

Yes No

d Has the risk assessment been reviewed?

If 'No', rationale for no review required:Yes No

Yes No

Results of the assessment:

If the risk assessment has been reviewed, is it still adequate?

Jkuvqcet{n ycu wugf vq hkz ecvjgvgt cv vjg umkp- pqv kpfkecvgf kp vjg kpuvtwevkqpu hqt wug qh vjg rtqfwev Vjgtghqtg- vjku ecug ku cnuq
eqpukfgtgf cp qhh.ncdgn wug

Vjgtg ctg pq rtgxkqwu eqornckpvu qh vjku eqfg.dcvej Yg ocpwhcevwtgf cpf fkuvtkdwvgf kp vjg octmgv 4-986 wpkvu qh vjku eqfg.dcvej
Vjgtg ctg pq wpkvu kp qwt uvqem

Yg jcxg tgegkxgf qpg qrgp corqwng )ykvjqwv vkr* vq cpcn{|g vjku ecug Ykvjqwv enqugf ucorngu c rtqrgt cpcn{uku ecppqv dg
rgthqtogf Hwtvjgtoqtg- vjg ucorng jcu dggp tgegkxgf qp 34 Ugrvgodgt 3132- chvgt vjg gzrkt{ fcvg )42 Cwiwuv 3132*

Vjg Fgxkeg Jkuvqt{ Tgeqtf jcu dggp tgxkgygf cpf pq fgxkcvkqpu jcxg dggp hqwpf

Dghqtg crrn{kpi Jkuvqcet{n- vjg yqwpf ujqwnf dg engcp cpf ft{- ykvjqwv dnqqf rtgugpv kp vjg ctgc Yjgp Jkuvqcet{n igvu kp fktgev
eqpvcev ykvj vjg dnqqf qh vjg yqwpf vjg tgcevkqp ku xgt{ hcuv- kv ecppqv dg fkuectfgf uoqmg hqtocvkqp kp vjg yqwpf ctgc cpf cnuq jgcv
)ugpucvkqp qh dwtpkpi*

Kp vjg Yctpkpiu qh vjg kpuvtwevkqpu hqt wug qh vjg rtqfwev ku kpfkecvgf vjcv Jkuvqcet{n ujqwnf pqv dg crrnkgf vq ygv qt dnggfkpi
yqwpfu Gzeguu oqkuvwtg )uwej cu ycvgt qt cneqjqn* qt dnqqf rtgugpeg- oc{ ceegngtcvg rqn{ogtkucvkqp- tguwnvkpi kp vjg igpgtcvkqp qh
gzeguu jgcv

Cnuq- kp vjg Ukfg ghhgevu rctcitcrj Vjg wug qh vjku rtqfwev ngcfu vq cp gzqvjgtoke rqn{ogtkucvkqp tgcevkqp Vjg tgngcugf jgcv oc{
tguwnv kp c ugpucvkqp qh yctovj E{cpqcet{ncvgu ecp dg cuuqekcvgf ykvj c nkokvgf rgtkqf qh nqecn ugpukvkucvkqp qt kttkvcvkqp tgcevkqp kp vjg
crrnkecvkqp ctgc

Vjg qxgtcnn tgukfwcn tkum ku ceegrvcdng- Jkuvqcet{n uvknn jcu c hcxqwtcdng dgpghkv.tkum dcncpeg/
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e

IMDRF ‘Cause Investigation' terms and codes (Annex B, C, D)

If you think the incident is unique and a suitable IMDRF term is missing, briefly explain:

Coding with IMDRF
terms is a mandatory
requirement.

Choice 1
(most relevant)

Choice 2 Choice 3 Choice 4 Choice 5 Choice 6 Choice 7 Choice 8

IMDRF Cause

investigation: Type

of investigation

(Annex B)

Code Code Code Code Code Code Code Code

IMDRF Cause

investigation:

Investigation

findings

(Annex C)

Code Code Code Code Code Code

IMDRF Cause

investigation:

Investigation

conclusion (Annex D)

Code Code Code Code Code Code

f IMDRF Component codes (Annex G)

Coding with IMDRF terms is a mandatory requirement.

Choice 1
(most relevant)

Choice 2 Choice 3 Choice 4 Choice 5 Choice 6

IMDRF 'Component' codes

(Annex G)

Code Code Code Code Code Code

If you think the incident is unique and a suitable IMDRF term is missing, briefly explain:

g Description of remedial action/corrective action/preventive action/field safety corrective action (FSCA)
(For a FSCA, fill in the FSCA form )

h Time schedule for the implementation of the identified actions

i Final comments from the manufacturer on cause investigation and conclusion

D22D12 D25

E31

F2214F23

Pq tgogfkcn0eqttgevkxg0rtgxgpvkxg0hkgnf uchgv{ eqttgevkxg cevkqpu ctg korngogpvgf cv vjku oqogpv/

Ykvj vjg kphqtocvkqp tgegkxgf- yg fq pqv ugg cp{ ocpwhcevwtkpi hcwnv qt ocvgtkcn fghgev vjcv eqwnf jcxg ecwugf vjg kpekfgpeg/ Vjg
kpekfgpv ku eqpukfgtgf cp qhh.ncdgn wug cu vjg kpfkecvkqp ku pqv kpenwfgf kp vjg kpuvtwevkqpu hqt wug qh vjg rtqfwev- cpf oqtg tgncvgf vq c
mpqyp ukfg.ghhgev qh vjg rtqfwev cntgcf{ kpenwfgf kp vjg kpuvtwevkqpu hqt wug qh vjg fgxkeg/



4.3 Similar incidents (for Final (Reportable incident))

4.3.1 Use of IMDRF terms and codes for identifying similar incidents

a Identification of similar incidents using IMDRF Adverse Event Reporting terms and codes

Tick-mark which code or combination of codes were used for identifying similar incidents.

Choice 1

IMDRF code relating to most relevant 'Medical device problem' (Annex A)

IMDRF code relating to most relevant 'Investigation finding' (Annex C, ‘Cause investigation’)

Other – enter description of what similar incidents are based on and the rationale why the above IMDRF

codes were not used

4.3.2 Use of in-house terms/codes for identifying similar incidents (only for transition period)

a If similar incident were not identified by IMDRF codes but by in-house codes, please provide the codes and terms

below.

Choice 1

Code

Term

Code

Term

Code/term for most relevant medical device problem

Code/term for most relevant root cause evaluation

Other – enter description of what similar incidents are based on and the rationale why the above codes were not used

4.3.3 Number of similar incidents and devices on the market

a Indicate on which basis similar incidents were identified regarding the device or device variant:

Details of the selection made above

Model Software Lot/Batch Product platform Other variant

b Indicate to what criteria the number of devices on the market (also known as denominator data) is based on

(tick the most appropriate):

Devices placed on the market or put into service

Units distributed within each time period

Number of tests performed

Number of episodes of use (for reusable devices)

Active installed base

Units distributed from the date of declaration of conformity/CE mark approval to the end date of each time
period

Number of devices implanted

Other -describe
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Coded summary of report (will be auto populated from previous selections)

Medical device name

IMDRF adverse event reporting terms and codes

IMDRF=International Medical Device Regulators Forum. Coding with IMDRF terms is a mandatory requirement.

IMDRF clinical signs,

symptoms, conditions codes

IMDRF health impact codes

IMDRF Medical device

problem codes

IMDRF Component codes

IMDRF Cause investigation:

Type of investigation

IMDRF Cause investigation:

Investigation findings.

IMDRF Cause investigation:

Investigation conclusion.

Submission of this report does not represent a conclusion by the manufacturer and / or authorised
representative or the national competent authority that the content of this report is complete or
accurate, that the medical device(s) listed failed in any manner and/or that the medical device(s)
caused or contributed to the alleged death or deterioration in the state of the health of any person.

I affirm that the information given above is correct to the best of my knowledge.

Date

Signature/Digital Signature

Send as XML file

Send as PDF file

Before signing and submitting

UDI device
identifier

Basic UDI-DI

UDI production
identifier

Uwdokv ZON d{ Gockn

Uwdokv RFH d{ Gockn

J UVQCET[N DNWG V UUWG CFJGU XG 1 6ON

Wpmpqyp Wpmpqyp

G281612

H2;19

C3415C1414

D25D22D12

E31

F2214F23

Ucxg cu RFHEjgem vjg hqto

Wpmpqyp
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