OZET

Tibbi cihaz kavrami hem yasal mevzuatlarda hem de insan hayatinda biiyiikk 6nem
tasimaktadir. 1985 yilindaki Yeni Yaklasim Politikasi’nin kabulii ve 1993 yilinda ilk
mevzuatin yayimlanmasiyla tibbi cihaz diizenlemeleri hayata gegirilmistir. Ancak bu
diizenleme 2012 yilinda biiylik degisiklige maruz kalmigtir. PIP vakasi ve MoM
skandali olarak literatiire ge¢mis olan iki biiylik olay yasanmistir. Bu olaylar sonucu
tibbi cihaz mevzuatinin eksiklerinin bulundugu, piyasaya arz sonrasi siire¢ ve klinik
calisma konular1 basta olmak iizere bir¢ok konuda yetersiz kaldigi, sartlarin siki
olmayist sebebiyle suiistimal edilmeye miisait oldugu ve sektordeki teknolojik
gelismelerin gerisinde kaldigr goriilmiistiir. Tiim bu nedenlerden otiiri koklii
degisiklige gidilerek 2017 Nisan ayinda yiiriirliige giren ve 93/42/EEC sayili Tibbi
Cihaz Direktifini ytrtirliikkten kaldiran 2017/745/AB sayili Tibbi Cihaz Yo6netmeligi

yayimlanmustir.

Bu calisma dogrultusunda, yonetmeligin getirdigi yenilikler ile dnceki direktiften
farkliliklar1 arastirilmistir. Arastirma yontemi olarak literatiir taramasi ve anket
yontemi secilmistir. Literatiir taramasi yontemiyle farkliliklar ve getirilen yenilikler
aciklanmus, degisiklikler; “Kapsam, tanimlar ve kurallar”, “iktisadi isletmeciler,
Onaylanmis kuruluslar ve uzmanliklar”, “Teknik dokiimantasyon ve Piyasaya arz
sonrast siire¢”, “Klinik calisma sartlar1 ve gereklilikleri”, “UDI - EUDAMED?”,
“Piyasa gozetimi ve denetimi (Vijilans)” basliklar1 altinda incelenmistir. Anket
calismasi ile Tiirkiye’deki tibbi cihaz iireticilerinin MDR’ye bakis agilart dlgiilmek
istenmigtir. Anket caligmasinda “Sadece Sinif I diger” ve “Sadece IVD diger” cihaz
tireticileri hari¢ tutulmustur ve sorulara verilen yanitlar SPSS programi ile analiz
edilmistir. Verilerin degerlendirilmesinde ortalama, frekans gibi tanimlayici
istatistikler ve onun haricinde ¢apraz tablolar, ANOVA testi, Ki-kare testi ve Pearson
korelasyon testi kullanilmistir. SPSS analiziyle sirketlerin bulundurduklar1 personel
sayist ile danmigmanhik alma durumlart incelenmis ve aralarinda anlamli iligki
bulunmanustir. Isletmelerin aldig1 egitim saati ile iirettikleri cihaz ve isletme

bliytikliigli arasinda SPSS analizi sonucu anlamli bir fark olmadigi ortaya konmustur.

2017/745/AB tiiziigii icerisine dahil edilen Aktif implante Edilebilir T1ibbi Cihazlar bu

calismanin disinda tutulmustur.
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ABSTRACT

Medical devices are of great importance both in legal regulations and in human life.
With the adoption of the New Approach Policy in 1985 and the publication of the first
legislation in 1993, medical device regulations were put into practice. However, this
regulation underwent major changes in 2012. There have been two major incidents
that have gone down in the literature as the PIP case and the MoM scandal. As a result
of these events, it has been seen that the medical device legislation has deficiencies, it
is inadequate in many issues, especially in the post-market surveillance and clinical
study issues, it is prone to abuse due to the lack of strict conditions and it is behind the
technological developments in the sector. For all these reasons, the Medical Device
Regulation 2017/745/EU, which entered into force in April 2017 and repealed the
Medical Device Directive 93/42/EEC, was published.

In line with this study, the innovations brought by the regulation and its differences
from the previous directive were investigated. Literature review and survey method
were selected as the research method. Differences and innovations introduced by the
literature review method are explained, current changes; "Scope, definitions and
rules”, "Economic operators, notified bodies and specialties”, "Technical
documentation and post-market process”, "Clinical study requirements and
requirements”, "UDI - EUDAMED", "Market surveillance and supervision
(Vigilance)". With the survey study, it was aimed to measure the perspectives of
medical device manufacturers in Turkey on MDR. In the survey study, "Only Class |
other" and "Only VD other" device manufacturers were excluded and the answers to
the questions were analyzed with the SPSS program. In the evaluation of the data,
descriptive statistics such as mean and frequency, as well as cross-tables, ANOVA

test, Chi-square test and Pearson correlation test were used.

Active Implantable Medical Devices included in the 2017/745/EU regulation were

excluded from this study.
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