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Post-market “Market Surveillance and Control” Requirements

for Products placed on the market within the scope of
Regulation “(EU) 2017/745": 10 Answers to 10 Questions

Uriinlerin, “Tibbi Cihazlar Yonetmeligi “2017/745 AB” kapsaminda
piyasaya arz edildikten sonra ‘Piyasa Gozetim ve Denetim’
gereksinimleri: 10 Soruya 10 Yanit

N

Piyasa Gozetimi ve Denetimi ([PGD), Avrupa'daki tibbi
cihazlar icin dizenleyici cercevenin énemli bir parcasi. Tibbi
Cihaz Yénetmeligi (MDR), onay / CE sertifikasyon siireci

ve piyasa da erisiminden sonra klinik ve givenlikle ilgili
verilerin toplanmasina 6zel 6nem verir.
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CE isaretli GrUnlerin dridn performansinin izlenmesi, bazi
riskler yalnizca tibbi cihazlar kullanildiginda, saklandiginda,
tasindiginda veya temizlendiginde ortaya ¢iktigindan,
drdndn pratik kullanimindaki riskleri sistematik olarak
tanimlamak icin cok onemlidir. Ureticiler, yalnizca strekli
ve sistematik pazar sonrasi gozetim ve denetim yoluyla

Technical Assistance for Awareness Raising in the Areas of
Product Safety, Market Surveillance and Conformity Assessment
(Uriin Giivenligi, Piyasa Gozetimi ve Denetimi ile Uygunluk
Degerlendirmesi Alanlarinda Farkindaligin Artirilmasi icin Teknik
Destek Projesi)

Selami Bezen, Mechanical Engineer (Dipl. Ing.

Yiik. Makine Miihendisi)

Market Surveillance and Control (MSC) is an important piece
of the European regulatory framework for medical devices.
Medical Device Regulation (MDR) attaches particular
importance to clinical and safety data collection after
approval / CE certification process and even placement on
the market.

Since certain risks arise only when medical devices are used,
stored, transported, or cleaned; product performance
monitoring for products bearing CE marking is crucial in
systemically identifying risks in the practical use of the
products. Manufacturers can only ensure the safety of
medical devices and the prevention of noncontrolable risks
such as defects or unidentifiable safety issues through
constant and systematic post-market surveillance and
control.

1. What is post-market surveillance and control?
MDR (Article 2 (60)) defines post-market surveillance and
control as a proactive and systematic process implemented
and applied by manufacturers (along with other economic
operators) in order to realize corrective and preventive

medikal®. ocak - January 2021

tibbi cihazlarin glvenli olmasini ve kusurlar veya tespit
edilmeyen giivenlik sorunlari gibi kontrol edilemeyen riskler
olmamasini saglayabilir.

1. Pazar sonrasi gézetim ve denetim nedir?
MDR (Madde 2 (60)], pazar sonrasi gozetimi ve denetimi,
tibbi cihazlara iliskin bilgilere uygun olarak, diizeltici ve
onleyici eylemleri gerceklestirmek icin treticilerin (diger
ekonomik operatorlerle) uyguladigi ve yiruttigu proaktif
ve sistematik bir stirec olarak tanimlar. Tibbi cihazlarla
ilgili olaylarin izlenmesi ve raporlanmasi, tibbi cihazlarin
tasarimi, Uretimi veya kullanimiyla ilgili sorunlarin
tanimlanmasina olanak tanir ve sonuc olarak hasta
guvenligini artirir.

PGD sisteminin amaci, tim kullanim omri boyunca

bir cihazin kalitesi, performansi ve givenligi ile ilgili
verileri aktif ve sistematik bir sekilde toplamak,
kaydetmek ve analiz etmektir. Bu, Ureticilerin risk-fayda
degerlendirmesini slrekli olarak glincellemelerine ve



actions in line with the information on medical devices. The
monitoring and reporting of incidents regarding medical
devices allows for the identification of issues in medical
device design, production or use and consequently boosts
patient safety.

The purpose of the MSC system is to actively collect,
record, and analyze data pertaining to the quality,
performance, and safety of a device throughout its
lifetime. This allows for manufacturers to constantly
update their risk-benefit assessment and launch necessary
measures without delay. Manufacturers are obligated to
collect and assess medical devices and all the information
thereon from their competitors.

2. What is the difference between MSC and
precaution?

Vigilance is but a part of the MSC system because it
refers to the reporting of (serious) incidents, field safety
corrective actions, and recall reporting. MSC is a reactive
system dealing with incidents rather than the proactive
collection of data. Part 2 of Chapter VIl of the Medical
Devices Regulation on vigilance outlines the incidents
manufacturers should report to the competent authorities
and how said reports shall be presented. Moreover, it
requires manufacturers to analyze prudential data.

The additional guidance on the existing vigilance system
within the scope of the Medical Devices Regulation was
published in July 2019.

3. What are the obligations of the manufacturers
within the scope of marketed products?
Conformity assessment procedures for the obtainment

of CE marking, as summarized in Annexes IX and XI,
require manufacturers to create and sustain a post-market
surveillance process proportional to the risk class and

type of device. This means that post-market surveillance

is required regardless of medical device classification,
however the details of the requirements vary.

gerekli onlemleri gecikmeden baslatmalarina olanak tanir.
Ureticiler, rakiplerinden tibbi cihazlari ve ilgili cihazlari
hakkindaki tim bilgileri toplamak ve degerlendirmekle
yukUmluddr.

2. PGD ve ihtiyatliik arasindaki Fark nedir?
Teyakkuz, PGD sisteminin yalnizca bir parcasidir, ¢cinki
(ciddi] olaylarin, saha glvenligi dizeltici eylemlerinin ve geri
cagirmalarin raporlanmasina atifta bulunur. PGD verilerinin
proaktif olarak toplanmasindan ziyade olaylarla ilgilenen
reaktif bir sistemdir. Tibbi Cihazlar Yonetmeligi Bolim
VII'nin teyakkuzla ilgili 2. Bolumd, dreticilerin ilgili yetkili
makamlara rapor etmesi gereken olaylari ve bu raporlarin
nasil sunulacagini tanimlar. Ayrica, Ureticilerin ihtiyat
verilerini analiz etmelerini gerektirir.

Tibbi Cihazlar Yonetmeligi kapsaminda halihazirda
islemekte olan vijilans sistemiyle ilgili ek rehber Temmuz
2019°da yayinlandi.

3. Ureticilerin piyasaya sunulan iiriinler
kapsaminda olan yiikiimliiliikleri nelerdir?

CE isareti almak icin uygunluk degerlendirme prosedirleri,
Ek IXila XI'de 6zetlendigi gibi, Ureticilerin risk sinifi ve
cihazin turd ile orantili bir pazar sonrasi gézetim sireci
olusturmasini ve stirdirmesini gerektirir. Bu, tibbi cihazin
siniflandirmasina bakilmaksizin pazar sonrasi gozetim
gerekli oldugu anlamina gelir, ancak gereksinimlerin
ayrintilari farklilik gosterir.

Ureticiler, piyasaya arz sonrasi gézetim ve denetim
sistemlerini, teknik dokimantasyonun bir parcasi olan ve
yonetmelik gerekliliklerine uygunlugu kanitlayan bir piyasa
sonrasi gozetim planina (Madde 84) dayandirmalidir.

Ek Ill, piyasa sonrasi gozetim planinin gerekliliklerini ve
icerigini asagidaki sekilde belirler:

e Toplanan verileri degerlendirmek icin etkili ve uygun
yontemler ve siirecler;

—
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Manufacturers must base their post-market surveillance
and control systems on a post-market surveillance plan
(Article 84) which is a part of the technical documentation

and which proves conformity with regulation requirements.

Annex Il stipulates the requirements and content of the
post-market surveillance plan as follows:

- Effective and appropriate methods and processes to
assess the collected data;

- Appropriate indicators and threshold values to be utilized
in the constant reevaluation of the risk-benefit analysis and
risk management as referenced under Annex | Chapter 3;

* Effective and appropriate methods and tools to
investigate grievances and analyze market experiences
gathered in the field;

» Methods and protocols towards managing incidents
subject to the tendency report as foreseen under Article
88 including methods and protocols to be utilized in
identifying any statistically meaningful increase in the
frequency or severity of incidents also throughout the
observation period;

- Methods and protocols for establishing effective
communication with competent authorities, certified
bodies, economic operators, and users;

« Referring to procedures for the fulfillment of
manufacturer’s obligations stipulated under Articles 83, 84,
and 86;

- Systematic procedures towards identifying and launching
appropriate measures including corrective actions;

« Effective tools to monitor and identify devices which may
require corrective measures;

« and post-market Clinical Monitoring plan as mentioned in
Part B of Annex XIV are required.

4. What is a post-market surveillance report?
Manufacturers of class i medical devices (including Is,

Im, and Ir classes) are required to produce a post-market
surveillance report to summarize the results of the data
collected as defined in the PMS plan. The report contains
the logic and explanation behind the preventive and
corrective actions taken and should be updated when
necessary.

5. When is the periodic Safety Update Report
“PSUR" required?

Periodic Safety Update reports are required of class

IIA, Class 11B, and Class Ill device manufacturers. In this
report, the results of the analysis of PMS data should be
summarized, and preventive and also corrective actions
should be identified and explained. PSUR should include
the results of risk-benefit analysis, the main findings of
post-market clinical follow-up, and the volume of sales of
the device, along with information about the population
using the device.

PSUR is part of the technical documentation and must be
updated regularly: at least every two years for class IIA
devices and once a year for Class 1IB and Class Il devices.

e £k | Bolum 3'te atifta bulunuldugu tzere fayda-risk
analizinin ve risk yonetiminin stirekli olarak yeniden
degerlendirilmesinde kullanilacak uygun gostergeler ve
esik degerler;

e Sikayetleri arastirmak ve sahada toplanan piyasa ile ilgili
deneyimleri analiz etmek icin etkili ve uygun yontemler ve
araclar;

e Olaylarin sikliginda veya ciddiyetinde ve ayrica gozlem
slresinde istatistiksel olarak dnemli herhangi bir artisi
tespit etmek icin kullanilacak yontemler ve protokoller de
dahil olmak tzere, 88. maddede dngorildigu sekilde egilim
raporuna tabi olaylari yonetmeye yonelik yontemler ve
protokoller;

e Yetkili makamlar, onaylanmis kuruluslar, ekonomik
operatorler ve kullanicilar ile etkili bir sekilde iletisim
kurmak icin yontemler ve protokoller;

e 83, 84 ve 86. maddelerde belirtilen imalatci
yukidmluliklerini yerine getirmek icin prosedirlere atifta
bulunmak;

e Dizeltici eylemler dahil olmak Uzere uygun dnlemleri
belirlemeye ve baslatmaya yonelik sistematik prosedurler;
e Dizeltici onlemlerin gerekli olabilecedi cihazlari izlemek
ve tanimlamak icin etkili araclar;

e ve Ek XIV Bolim B'de bahsedildigi gibi piyasaya arz
edildikten sonra Klinik izleme plani gerekir.

4. Piyasaya arz edildikten sonra g6zetim raporu
nedir?

Sinif | tibbi cihaz treticilerinin (Is, Im ve Ir siniflar

dahil] PMS planinda tanimlandigi gibi toplanan verilerin
sonuclarini ve sonuclarini 6zetlemek icin bir pazar sonrasi
gozetim raporu hazirlamalari gerekir. Rapor, alinan onleyici
ve dizeltici eylemlerin arkasindaki mantigi ve aciklamayi
icerir ve gerektiginde giincellenmesi gerekir.

5. Periyodik Giivenlik Giincelleme Raporu “PCGR"
ne zaman gereklidir?

Sinif lla, sinif 1lb ve sinif lll cihaz Ureticilerinden Periyodik
Guvenlik Gincelleme Raporu gereklidir. Bu raporda, PMS
verilerinin analizinin sonugclari ve sonuclari 6zetlenmeli

ve Onleyici ve ayrica duzeltici eylemler tanimlanmali ve
actklanmalidir. PGGR, cihazi kullanan nifus hakkindaki
bilgilerle birlikte, fayda-risk belirleme sonuclarini, pazar
sonrasl klinik takibin ana bulgularini ve cihazin satis
hacmini icermelidir.

PGGR teknik dokimantasyonun bir parcasidir ve dizenli
olarak guncellenmelidir: sinif lla cihazlar icin en az iki yilda
bir ve sinif Ilb ve sinif 11l cihazlar i¢in yilda bir.

Sinif Il cihazlarin (Madde 92'de atifta bulunulan piyasa
sonrasi gozetim ve teyakkuz elektronik sistem araciligiyla)
onaylanmis kurulusa sunulmalidir. Onaylanmis kurulus
degerlendirmesini rapora ekler ve her iki belge de
elektronik sistem Uzerinden yetkili makamlara sunulur.
implante edilebilir cihazlarin ve sinif Il cihazlarin



Class Il devices must be submitted (via the post-market
surveillance and electronic vigilance system referred to

in Article 92) to the notified body. The notified body adds
its assessment to the report and both documents are
submitted to the competent authorities via the electronic
system. Manufacturers of implantable devices and Class Il
devices are also required to use PMS data to update their
safety and clinical performance summaries as outlined in
Article 32.

Manufacturers must provide PSUR of Class IlA and Class I1B
devices to their notified bodies and, upon request, to the
competent authorities.

6. What is post-market Clinical Follow-up of
devices?

Clinical Follow-up is the systematic collection of clinical
data to answer important questions about the safety or
performance of a medical device and to update its clinical
assessment.

Post-market surveillance data and information should

be included in the post-marketing section of the Clinical
Assessment Report. The process of constantly updating
clinical assessment with these data is called Clinical
Monitoring after it has been introduced to the market and
is outlined in Annex XIV Part 2. Medical devices require
manufacturers to proactively collect and evaluate clinical
data from the end users of their devices to verify safety
and performance over the expected life of the device.
This helps them to ensure the acceptability of already
identified risks and identify risks that arise on the basis of
concrete evidence.

Manufacturers must base their PMCF processes on a
PMCF plan; the PMCF's findings must be documented

in a PMCF evaluation report, which is part of the clinical
evaluation report and technical documentation. The results
of PMCF may also lead to an update of risk management
documentation.

7. What type of data should be collected to meet
clinical follow-up requirements?

Clinical Follow-up may consist of data collected from the
vigilance system, grievances, technical information, and
publicly available information, and does not refer solely

to Clinical Follow-up studies. MDR is stated as general
methods and procedures of data related to the collection
of clinical experiences gained, receiving of feedback from
users, and screening of scientific literature. It considers
the evaluation of appropriate records or Clinical Follow-up
studies as specific methods. The Clinical Follow-up plan
requires a justification for the suitability of the methods
and procedures a manufacturer chooses to implement.

8. What are the PMS requirements imposed by
the applicable Quality Management System
“QMS"” and risk management standards?

ISO Quality Management and risk management standards
also cover the concepts of PMS and Art. 83 percent of

Ureticilerinin de Madde 32'de ana hatlariyla belirtildigi gibi
gluvenlik ve klinik performans ozetlerini gincellemek icin
PMS verilerini kullanmalari gerekir.

imalatcilar, onaylanmis kuruluslarina ve talep lzerine
yetkili makamlara sinif Ila ve sinif lIb cihazlarin PGGR'lerini
saglamak zorundadir.

6. Piyasaya arz edildikten sonra cihazlarin Klinik
Takibi nedir?

Klinik Takibi, tibbi cihazin glvenligi veya performansi ile
ilgili 6nemli sorulari yanittamak ve klinik degerlendirmesini
glincellemek amaciyla klinik verilerin sistematik olarak
toplanmasidir.

Pazar sonrasi gozetim verileri ve bilgileri, Klinik
Degerlendirme Raporunun pazarlama sonrasi bolimine
dahil edilmelidir. Bu verilerle klinik degerlendirmeyi sirekli
olarak giincelleme siireci, Piyasaya arz edildikten sonrasi
Klinik izleme olarak adlandirilir ve Ek XIV Bélim 2'de
ozetlenmistir. Tibbi Cihazlar, Ureticilerin, cihazin beklenen
omri boyunca givenligi ve performansi dogrulamak icin,
cihazlarmin son kullanicilarindan proaktif olarak klinik
verileri toplamasini ve degerlendirmesini zorunlu kilar.

Bu, halihazirda tanimlanmis risklerin kabul edilebilirligini
saglamalarina ve somut kanitlara dayanarak ortaya cikan
riskleri tespit etmelerine yardimci olur.

imalatcilar, PMCF siireclerini bir PMCF planina
dayandirmalidir; PMCFnin bulgulari, klinik degerlendirme
raporunun ve teknik belgelerin bir parcasi olan bir PMCF
degerlendirme raporunda belgelenmelidir. PMCF'nin
sonuclart, risk yonetimi belgelerinin de giincellenmesine yol
acabilir.

7. Klinik takip gereksinimlerini karsilamak icin ne
tir veriler toplanmalidir?

Klinik takip, vijilans sisteminden toplanan verilerden,
sikayetlerden, teknik bilgilerden ve kamuya acik bilgilerden
olusabilir ve yalnizca Klinik Takip calismalarina atifta
bulunmaz. MDR, kazanilan klinik deneyimlerin toplanmasi,
kullanicilardan geri bildirim alinmasi, bilimsel literatirtn
taranmasit ile ilgili verilerin genel yontemleri ve proseddrleri
olarak belirtilir. Uygun kayitlarin veya Klinik Takip
calismalarinin degerlendirilmesini spesifik yontemler
olarak ele alir. Klinik Takip plani, bir Greticinin uygulamayi
sectigi yontem ve prosedurlerin uygunlugu icin bir gerekce
gerektirir.

8. Uygulanabilir Kalite Yonetim Sistemi “KYS”

ve risk yonetimi standartlarinin getirdigi PMS
gereksinimleri nelerdir?

ISO kalite yonetimi ve risk yonetimi standartlari ayni
zamanda PMS ve Art kavramlarini da kapsar. Tibbi
Cihazlarin ylzde 83'U, piyasaya arz edildikten sonra gozetim
sisteminin, Ureticinin kalite yonetim sisteminin ayrilmaz bir
parcasi oldugunu belirtir.
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Medical Devices state that once placed on the market,
the surveillance system is an integral part of the
manufacturer’s quality management system.

To ensure the effectiveness of QMS and the safety

of medical devices, ISO 13485 requires systematic
post-market surveillance. Chapter 8 outlines the
requirements for a continuous feedback processing
procedure which includes data from production and post-
production activities. Information collected during the
feedback process should be considered as input for risk
management.

Post-market ISO 14 971 requirements do not include the
reporting obligation; however, always strive to consider
the PMS data to review whether or not the risks are
precisely identified and the presumed risk acceptance
criteria and risk-benefit ratios are valid.

Compared to the Medical Devices Regulation, the less
comprehensive PMS requirements imposed by EN

ISO 13485:2016 and EN ISO 14971: 2012 are already
mandatory as the standards have been harmonized for
the Medical Devices Regulation.

9. What changes does the Eudamed European
Medical Devices Data Bank bring regarding post-
market surveillance?

PMS requirements and a periodic update of clinical
assessment already existed before MDR came into effect.
However, MDR has significantly increased the post-market
requirements for and obligations of manufacturers’
proactive data collection, and documenting and reporting
of these post-market activities and data analyses.

More transparency about post-market surveillance will

be ensured with Eudamed’s Prudential and Post-Market
Surveillance Module and the obligation to include and
update this information in the database.

10. What is the deadline to comply with MDR
post-market surveillance requirements?
MDRT's post-market surveillance, vigilance and market
surveillance requirements will be valid after the
application date: May 26, 2021
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KYS'nin etkililigini ve tibbi cihazlarin glvenligini

saglamak icin 1ISO 13485, sistematik bir pazar sonrasi
gozetim gerektirir. Bolim 8, Gretim ve Uretim sonrasi
faaliyetlerden gelen verileri iceren sirekli bir geri bildirim
isleme prosedirt icin gereksinimleri 6zetlemektedir. Geri
bildirim slrecinde toplanan bilgiler, risk yonetimi icin girdi
olarak distnilmelidir.

Piyasa sonrasi ISO 14 971 gereklilikleri raporlama
ylikUimluluginl icermez ancak olasi bir hasarin ve
ciddiyetinin dogru tahmin edilip edilmedigini, risklerin
tam olarak tanimlanip tanimlanmadigini ve varsayilan risk
kabul kriterlerinin ve fayda-risk oranlarinin gecerli olup
olmadigini gozden gecirmek icin PMS verilerini dikkate
almayi hedefleyin.

Tibbi Cihazlar Yonetmeligi ile karsilastirildiginda, EN 1SO
13485: 2016 ve EN ISO 14971: 2012 tarafindan empoze
edilen daha az kapsamli PMS gereklilikleri, standartlar
Tibbi Cihazlar Yonetmeligi icin uyumlu hale getirildiginden
zaten zorunludur.

9. Eudamed Avrupa Tibbi Cihazlar Veri

Bankasi piyasa sonrasi gozetim ile ilgili ne gibi
degisiklikler getiriyor?

PMS gereksinimleri ve klinik degerlendirmenin periyodik
glincellemesi MDR yururlige girmeden once zaten
mevcuttu. Ancak MDR, Ureticiler icin pazar sonrasi
gereksinimleri ve proaktif olarak veri toplama ve bu pazar
sonrasi faaliyetlerin ve verilerin analizini belgeleme ve
raporlama yukidmliltklerini 6nemli dlclde artirmistir.
Eudamed'in ihtiyat ve piyasa sonrasi gozetim modulu

ve bu bilgileri veri tabanina dahil etme ve glincelleme
yuikimlulugu ile piyasa sonrasi gozetim konusunda daha
fazla seffaflik saglanacaktir.

- 10. MDR piyasa sonrasi gézetim gereksinimlerine

uymak icin son tarih nedir?
MDR’nin piyasa sonrasi gozetim, vijilans ve piyasa gozetimi
gereksinimleri, basvuru tarihinden sonra gecerli olacaktir:
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