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Course Objectives
(Dersin Amaci)

Objectives of this course are to inform students about the principles and
applications of quality management systems applied to medical devices by
making them to have knowledge of basic medical device quality
management topics within under a risk analysis view.

Bu dersin amaci, risk analizi yaklasimi ¢ercevesinde, tibbi cihazlara yonelik
kalite yonetim sistemlerinin temel ilkeleri ve uygulamalari hakkinda
ogrencileri bilgilendirmek ve temel tibbi cihaz kalite yonetimi konularinda
yetkinlik kazandirmaktir

Course Content
(Dersin igerigi)

Medical device quality systems. Documentation. PDCA approaches. Process
Analysis. Determining risk and hazards for medical devices. Patient Safety
approach. Risk evaluation and management. Technical file preparation. CE
marking. Auditing principles.

Tibbi cihaz kalite sistemleri, dokiimantasyon, PDCA yaklasimi, siire¢ analizi,
tibbi cihazlar icin risk ve tehlikelerin belirlenmesi, hasta glivenligi yaklasimi,
risk degerlendirme ve risk yonetimi, teknik dosya hazirlanmasi, CE
isaretlemesi ve denetim prensipleri konulari bu ders kapsaminda ele
alinmaktadir.

Course Learning Outcomes
(Dersin Ogrenme Ciktilari)

CO1. Apply knowledge of quality management systems to biomedical
engineering to medical devices.[3.2]
CO2. Learn PDCA circle approach.[5.3]
CO3. Learn the process analysis
management.[5.3]

COA4. Analyze the hazards and determine the risks in the medical device life
cycle. [6.1]

CO5. Apply a fundamental risk analysis for medical devices. [4.1]

CO6. Learn to develop a basic technical file for a medical device. [3.2]

CO7. Learn about international and national auditing systems for medical
devices.[4.1]

CO8. Learn to apply an internal audit for a medical device. [4.1]

under the related quality

CO1. Kalite yonetim sistemi bilgisini biyomedikal miihendisligi kapsaminda
tibbi cihazlara uygular. [3.2]

CO2. PDCA dongusi yaklasimini 6grenir. [5.3]

CO03. ilgili kalite ydnetimi kapsaminda siire¢ analizini dgrenir. [5.3]

COA4. Tibbi cihaz yasam donglsi boyunca tehlikeleri analiz eder ve riskleri
belirler. [6.1]

CO5. Tibbi cihazlar icin temel diizeyde risk analizi uygular. [4.1]

CO6. Bir tibbi cihaz igin temel teknik dosya gelistirmeyi 6grenir.[3.2]

CO7. Tibbi cihazlara yonelik ulusal ve uluslararasi denetim sistemlerini
ogrenir. [4.1]

C08. Bir tibbi cihaz icin i¢c denetim (i¢ tetkik) uygulamayi 6grenir. [4.1]




ISCED Category of course 52 — Engineering

(Dersin ISCED Kategorisi) 52 - Miihendislik

Textbook ISO 13485: 2016; MDR 2017/45; 1S014971

(Ders Kitabi)

Other References S. Cerutti and E. Zio, Eds., Clinical Engineering: From Devices to Systems.
(Yardimci Kaynaklar) Amsterdam, Netherlands: Elsevier, 2009.

COURSE PLAN (DERS PLANI)
Week Topics
(Hafta) |(Konular)
1 Quality Concept & Healthcare Sector
Kalite Kavrami & Saglik Sektorii
) Medical Device related Quality Management System
Tibbi Cihazlarla ilgili Kalite Yonetim Sistemleri
3 PDCA approach
PUKO Dongiisii
4 QMS Documentation
KYS Dokiimantasyon
5 Process Analysis
Proses Analizi
6 ISO 13485 — Medical Device Quality Management System
ISO13485 — Tibbi Clhaz Kalite Yonetim Sistemi
7 GMP — Good Manufacturing Process
GMP — Iyi Uretim Prosesi
8 Teknik Dosya Hazirlama
Technical File Preparation
9 ISO 14971- Medical Device Risk Analysis Applications
ISO 14971 — Tibbi Cihaz Risk Analizi Uygulamalari
10 Analyzing Hazard & Risk
Tehlike ve Risk Analizi
11 Risk Management — Control Hierarchy
Rik Yo6netimi — Kontrol Hiyerarsisi
12 Risk Analysis l\flethods & Application
Risk Analizi YOntemleri ve Uygulamalari
13 External Audits
Di1s Denetim
14 ?nternal .Systems
I¢ Denetim
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Arasinavlar (Midterm Exams) 1 35
Proje (Project)
Laboratuar (Laboratory)
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Is Yiikii (saat)
(Work - Load (h))

Ders Siiresi
(Lectures)

14 3

42

Uygulama
(Tutorial)

Yariyil Sonu Sinavi (Hazirlik Siiresi Dahil)
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