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Kadi ir Zalu valsts agenturas uzdevumi
medicinisko iericu vigilances un péc
tirgus uzraudzibas joma?




Zalu valsts agenturas
uzdevumi

Nopietnu negadijumu izmeklésanu, ko veic
medicinisko ieriCu vai in vitro medicinisko iericu
razotaji, parraudziba un risku izvertejums,
kas izriet no nopietnajiem negadijumiem, par
kuriem ir pazinots.



Zalu valsts agenturas
uzdevumi

» Razotaja zinojumu par tendencem izvertésana
- Periodisko apkopojoso zinojumu izvertesana

= Vigilances datu analize



Zalu valsts agenturas
uzdevumi

Daliba informacijas koordineta izvertesanas
procedura par nopietniem negadijumumiem vai
par operativajam korigéjosajam drosibas darbibam

Daliba Medicinisko iericu koordinacijas grupas
darba apaksgrupa “Péc tirgus uzraudziba un

vigilance” (group MDCG - Post-Market Surveillance
and Vigilance - PMSV Working Group for NCA (National
Competent Authorities))



Zalu valsts agenturas
uzdevumi

= ZVA timekla vietnes uzturésana informacijas par
sanemtajiem drosuma pazinojumiem
publiskosanai, ka ari elektroniskas sistémas
uzturésana, lai centralizeti valsts limeni
registretu zinojumus par negadijumiem ar
mediciniskajam iericem.



Medicinisko iericu (turpmak -
MI) un In Vitro diagnostisko
medicinisko iericu (turpmak -
IVD MI) pec tirgus uzraudzibas
un vigilances dokumentu kopums



Pec tirgus uzraudziba

RaZotaja zinojums par operativam korigéjosam darbibam
Field Safety Corrective Action Report Form (FSCA),

Razotaju periodiskie atjauninatie drosuma zinojumi
Periodic safety update report (PSUR);

Razotaju operativie drosuma pazinojumi
Field Safety Notice (FSN);

P&c tirgus uzraudzibas zinojums
Post-market surveillance report (PSR).



Vigilance

1) Razotaja zinojums par nopietniem negadijumiem

Manufacturer Incident Report (MIR) for Serious Incidents (MDR/IVDR)
and Incidents (AIMDD/MDD/IVDD);

2) Razotaja zinojums par tendencém
Trend Report,

3) Razotaja periodiskais apkopotais zinojums
Periodic summary report (PSR);



Razotaja tendencu zinojums
(Trend Report)

© European Commission
https://ec.europa.eu : renditions » pdf 3

Report Form Manufacturer's Trend Report

2016. gada 6. nov. — Report Form. Manufacturer's Trend Report. Medical Devices Vigilance
System. (MEDDEV 2121 rev 7) v.12/11. 1. Administration Information.



Report Form
Manufacturer’s Trend Report

Medical Devices Vigilance System
(MEDDEV 2.12/1 rev 7)

Bl Ref Ares(2018)5672027 - 06/11/201

v.12111

1. Administration Information

Recipient (Name of National Competent Authority NCA)

Address of National Competent Authority

Date of this report

Reference number assigned by the manufacturer

Reference number assigned by NCA

Type of report
[ Trend Initial
[ Trend Follow up
[ Trend Final

Do these incidents / trend represent a serious public health threat?
[ ves
[ Ne

Identify to what other NCAs this report was also sent

2. Information on submitter of the report

Status of submitter

O Manufacturer
[ Authorised Representative within EEA, Switzerland and Turkey
[ Others: (identify the role) -

3. Manufacturer information

Name
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Razotaja periodiskais apkopotais zinojums
Periodic summary report (PSR)

© European Commission
https://ec.europa.eu > renditions > pdf 3

Manufacturer's Periodic Summary Report (PSR) Medical ...

2018. gada 6. nov. — Manufacturer's Periodic Summary Report (PSR). Medical Devices
Vigilance System (MEDDEV 2.12/1 rev 7) v.12/11. 1. Administration Information. To ...
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B Ref. Ares{2018)56T2007 - 06/11/2018

Manufacturer's Periodic Summary Report (PSR)
Medical Devices Vigilance System (MEDDEV 2.12/1 rev 7)

v.12/11

1. Administration Information

To which NCA(s) is this report being sent?

Date of this report

Reference number assigned by the manufacturer

Reference number assigned by NCA

Type of report

[ Initial report
[ Fallow up report Follow up Mumber
[ Final report

2. Information on submitter of the report

Status of submitter

[ Manufacturer

[] Others: (identify the role) :

[ Autherised Representative within EEA, Switzerland and Turkey

3. Manufacturer information

Name

Contact name

(Address

Postcode City
Phone Fax
E-mail Country

4. Authorised Representative information

MName

Mantast Asma
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Razotaja zinojums par nopiethiem negadijumiem

Manufacturer Incident Report (MIR) for Serious
Incidents (MDR/IVDR) and Incidents
(AIMDD/MDD/IVDD)
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Manufacturer Incident Report (MIR) for
Serious Incidents (MDR/IVDR)
and Incidents (AIMDD/MDD/IVDD)

Reporting Template Version:7.3.0
Eurcpean Union Medical Devices Vigilance System

Section 1: Administrative information

1.1 |Responsible competent authority in which country the incident occurred

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

Date of report submission . Date of incident
a to
in farmat YYYY-MM-DD : in format YYYY-MM-DD I I I

Manufacturer awareness date of the incident Manufacturer awareness date of reportability
in format YY¥Y-MM-DD in format YYYY-MM-DD

e Type of report
(" Initial
(" Follow up
("~ Combined initial and final

(" Final {(Reportable incident)

(" Final (Non-reportable incident)

In case of initial and follow-up reports, please indicate the expected date of the next report

f in format YYYY-MM-DD

E Classification of incident
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3.4 |Initial reporter

a Role of initial reporter

(" Healthcare professional (" Patient ( Layuser (T Other, please specify
b Name of healthcare facility where incident occurred
C Healthcare facility report number (if applicable)
d Contact’s first name e Contact’s last name
f Email E |Phone
h Country

. [ ]if other, please specify

i Etreet i Street number
k Address complement | PO Box
m City name n |Postal code
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Manutacturer Incident Report (MIR) tor
Serious Incidents (MDR/IVDR)

Reporting Template Version: 7.3.1
European Union Medical Devices Vigilance System

| Import XML | |Alignform afterimport|

Section 1: Administrative information

1.1 |Responsible competent authority in which country the incident occurred

a T_a_mf_u_Lm’_ﬂnE 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

Date of report submission Date of incident
: L |® | o |

in farmat YY¥Y-RM-DD in format ¥YYY-RM-0D

Manufacturer awareness date of the incident p Manufacturer awareness date of reportability
C

in farmat YY¥Y-RM-DD I:I in format ¥YYY-RM-0D I:I

e Type of report

" Initial

 Follow up

" Combined initial and final
C Final (Repertable-Serious
incident)

(" Final [Non-reportable incident)

In case of initial and follow-up reports, please indicate the expected date of the next report
i Fermat VWY-RAM-DD | 16

g Classification of serious




4.2

Cause investigation and conclusion

For Final (Repertable Serious incident): Description of the manufacturer’s evaluation concerning possible

root causes fcausative tactors and conclusion

Is root cause confirmed?

(" Yes ( No

Suspicion or confirmation of a relationship between the repertable serious incident and the medicinal
substance(s) /

product(s), tissue (s), cell(s) of human origin or their derivative(s) associated with the device?

(" Yes ( No

Has the risk assessment been reviewed ?

(Yes ( No If 'No', rationale for no review required:
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Negadijumu izvertesanas
piemeri
MIR zinojumos



Nokavets zinojuma iesniegsanas termins

1.2 [Date, type, and classification of incident report
3 Date of submission | p |Date of incident (e.g.2012-10-23) ¢ |Manufacturer awareness date
2023-10-02| (e.g. 2012-10-23) 2023-06-05| to 2D23-DE-DE| 2023-09-27 | (e.g. 2012-10-23)
d Type of report
e Initial
1.2 |Date, type, and classification of incident report
3 Date of submission | b |Date of incident (sg.2012-10-23) ¢ |Manufacturer awareness date
2023-11-01] (e.g. 2012-10-23) 2023-06-05] 1o EDES-DE-Dﬁl 2023-09-27 | (e.g. 2012-10-23)
d Type of report

o Initial
Follow up

o & O O

Combined initial and final
Final (Reportable incident)
Final (Non-reportable incident)




Razotajam nav zinami MI ID-parametri:

Nomenclature text/Description of the device and its intended use

46920
Model d Catalogue/reference number
Nova T
Sernal number f Lot'batch number
not available
Software version h Firmware version
Device manufacturing date {e.g. 2012-10-23) ] Device expiry date (e.g. 2012-10-23)
Date when device was implanted (e.g. 2012-10-23) | Date when device was explanted (e.g. 2012-10-23)
2D22—12—3D| to |2D22—’12-3D | EDEB—DB—Dﬂl to |2D23—DE-DB |



MIR iztrikst AI nosaukums, kaut ari negadijuma
apraksts norada, ka NEGADIJUMA IR CIETIS
PACIENTS. MI nav saglabata

3.1 MNature of incid

ent

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 pemrmanent
damage; disability or permanent damage; congenital anomaly'Birth defects; indirect ham: no serious cutcome)

31 year-old female patient who

On 30-DEC-2022, the patient h
In February 2023 she experien
GENITAL HAEMORRHAGE ("H
On 05-JUN-2023 she experiend
required).

On 08-JUN-2023 she experiend
required). [N Was rem

with 1US remowval, salpingectorm

MNo causality assessment was r
HAEMORRHAGE, PELVIC PA

The reporter commented: Sam
satisfactory at time of report.
On 05-JUN-2023 patient prese

DIAGNOSTIC RESULTS (norm|
Body mass index: 25.51 kgfsqg
[Computerised tomogram pelwvi
behind uterus and to the right

[Hysterometry] on 30-DEC-202
[Laparoscopy] on 08-JUN-2023
[Utrasound scan] on 20-DEC-2
uterus; on 05-JUN-2023: Not p

This spontaneous case was reported by a physician and describes the occurrence of UTERINE PERFORATION
("Complete uterine perforation”) and PARAMETRIC ABSCESS ("IUD in rght parametrium with abscessus") in a

had intrauternne device inserted (lot no. not available) for

contraception. Additional non-serious events are detailed below.

» REGULATED
MEDICAL WASTE

A2

|
{

QUALITY-SAFETY EVALUATI

investigated. All batches met th

0 T R

For (Il No complaint sample was available.
The batch number is unknown, and therefore the batch documentation and retain samples could not be

e set specifications at the time of release.

The patient had a MEDICAL HISTORY of Parity 2 (last delivery on 12-NOWV-2022, no c-sections) and Gravida Il.
Mo previous 1UD used. Mo abnormal uterine findings prior to insertion. IUD insertion was easy, there were no
complaints immediately after insertion. CONCURRENT CONDITIONS were listed as Postpartum state (6 weeks, 6
days at time of IUS insertion) since 12-NOWV-2022 and Breast feeding (at time of IUS insertion).

and
rvention

~wvention
rgery

Jjlas

«d in the
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Ja MI/IVD MI nav saglabata, tad NKI

nevar izvertet razotaja izmekletas darbibas.

C What is the current location of the device?

o Healthcare facility/carer o Distributor
Patient/user o Discarded

In transit to manufacturer ¢ Remains implanted

o o O

Manufacturer ¢ Unknown o Other:

| 22



Situacijas, kad razotajam nav pieejama negadijuma
ietekmeta MI/ IVD MI, NKI nevar nodrosinat vigilances
sistemas prasibas.

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

4 disability or per d g genital ___'in'mr_th._dsiestr,'mﬂTr_eT:{Farm; no serious outcome) —

It was reported that post implantation of FYCMCJel breast prosthesis left side prosthesis ruptured. The ultrasound
examination identified silicone deposits in the left side breast.

ﬁ*mwﬁ:ﬁ;blemw -

a |IMDRF Medical device problem codes (Annex A)
Coding with IMDRF terms is a mandatory requirement.

Choice 1 Choice 2 Choice 3 Choice 4 Choice 5 Choice 6
(most relevant)
IMDRF 'Medical device Code Code Code Code Code Code
problem codes’ AD412

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

b |Number of patients involved
1

¢ |[What is the current location of the device?

Healthcare facility/carer ~ Distributor/lImporter

Patient/user - Discarded

In transit to manufacturer - Remains implanted

Manufacturer £ Unknown - Other

d |Operator of device at the time of the incident
= Healthcare professional Patient/lay user Other, please describe

| 23



Situacija, ka razotaja riciba nav datu par sakotné&jo

zinotaju:

symptoms, and conditions E1403 E2308
codes' (Annex E)
IMDRF "Health impact’ Code Code Code Code Code Code
codes (Annex F) F12
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 months days
¢ |Gender = Female Male Unknown Not applicable
d |Body weight (kg)
e |List any of the patient's prior health condition or medication that may be relevant to this incident
3.4 |Initial reporter (can be healthcare professional of facility, patient, lay user)
a |Role of initial reporter
Healthcare professional = Patient _ Lay User _ Other, please specify
b | Name of healthcare facility where incident occurred
Unknown
¢ |Healthcare facility report number (if applicable)
d |Contact’s first name e | Contact’s last name
Unknown Unknown
f |Email g |Phone
Unknown
h |Country
LV - Latvia
i |Street ] Street number
k |Address complement I PO Box
m | City name n |Postal code
Unknown Unknown
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Situacija, kad Razotajs nesniedz zinas par arstniecibas
iestadi, jo sakotnejais zinotajs ir izplatitajs:

Section 3: Incident information derived from healthcare
professional/facility/patient/lay user/other

3.1] Nature of incident

4 | Provide a comprehensive description of the incident, including (1) what went wrong with the device (if
applicable) and (2) a descrniption 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 hamn; no sefious outcome)

Reporiable based on analyis completed on 16Mov2023

It was reported that during a procedure - catheter was selected for use, however, before re-sheathing to move to the
right side veins, while working the Left inferior vein, the system stopped the ablation with the ermor messag
Blood was detected in the catheter after deflation on the 7th application. All previous multiple applications were made on
left-sided veins with difficult anatomy to occlude. In order to resolve the issue, the device was replaced, and the issue was
resolved. No visible blood was observed in the catheter. The procedure was completed. No patient complications were reparted.

However, analysis of the retumed device revealed a breach in the outer balloon and blood within the balloon.

32| Medical device problem information

a | IMDRF Medical device problem codes (Annex A)
Coding with IMDRF terms is a mandatory requirement.

Choice 1 Choice 2 Choice 3 Choice 4 Chaoice 5 Choice 6
(most relevant)
IMDRF 'Medical device Code Code Code Code Code Code
prablem codes' A180103
| 25




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

Role of initial reporter
O Healthcare professional O Patient O Lay user Other, please specify

Distributor

b § Name of healthcare facility where incident occurred

¢ | Healthcare facility report number (if applicable)




Situacija, kad KI ir dati, ka ir notikusi
sadarbiba starp izplatitaju un razotaju:

Pat ja Al nav iesniegusi signalzinojumu, MIR formai klat
pievienots protokols par notikuso negadijumu

PROTOKOLs NR.: | @D
Darbibas defekta pigtgi Aizpilda Atbildiga persona
Datums: 2023 gada Stacionars: -

Nodala: ‘ Intensivas terapijas nodala ‘ i::::es ) lekarta elpinasanai
Razotas _I- Modelis: - Ekspluatacija no: _
nventara moores: | [ | o | . | ks | — |
nUMurs: vErtiba:
Kontaktpersona Atbildiga
telefona Nr.: uzvards:
Defekta novértésana un/vai noveérsana Aizpilda Dalas darbinieks
Rada "ineesiesssi—-r
Defekta apraksts,
veiktie darbi:
Defekta 1emesls: ‘ ‘ Sledziens: Nepieciefama rezerves dalu 1egade
Nepiecieiamie NepiecieSams salabot.
papildus
darbi/ rezerves
dalas:
S [w—
TIerices parvietoSana Aizpilda Dalas un nodalas darbinieki
Nodeva vards, uzvards: Pienéma vards, uzvards:
No Nodalas vz Dalu Izvelies datumn ‘ ‘ ‘
Nodeva vards, uzvards: Pienéma vards, uzvards:
No Dalas vz Nodalu Izvelies datumn ‘ ‘ ‘ ‘
Defekta novérsanai nepiecieSsamas izmaksas Aizpilda Medicinas iericu ekspluaticijas nodalas vaditajs
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1.2

Mineta zinojuma iesniegsanas termini:

Date, type, and classification of incident report

Date of submission Date of incident (e 2012-10-23) Manufacturer awareness date

2023-10-16 | leg 20121023 2023-10:03 | to  J2023-10-03 2023-10-09 | (eg 2012-10-23)
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Mineta zinojuma sledziens:

4.2 |Cause investigation and conclusion

a For Final {Reportable incident): Description of the manufacturer's evaluation concerning possible root

causesfcausative factors and conclusion

ﬁs conclusion is the following:

Root Cause:
broken power supply.

Correction: replacement of the power supply.

b For Final {Non-reportable incident): Fill out rationale for why this is considered not reportable
c Is root cause confirmed?

(@ Yes (" Mo I
d Has the risk assessment been reviewed?

(@ Yes (T No If '"Mo’, rationale for no review required:

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

(® Yes " No |

Results of the assessment:
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Vilnis Zvirbulis

- ; - Medicinisko ieri¢u nodalas vecakais eksperts
Zalu valsts agentura

Vilnis.Zvirbulis@zva.gov.lv

14.12.2023., Riga
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