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Presentation Topics

• Overview

- ÜTS Purpose

- Achievements

- Scope

• Dissemination Activities
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Medical Devices
Coding and Database Requirements

Turkey 2007
TİTUBB 
Product code 
& database

USA Q4 2012 
Comments on  
draft FDA UDI

GHTF 2011
UDI Guidance 

USA Q3 2013
Final  FDA UDI  
Regulation

EU – April 2013
EC UDI 
Recommandation

USA Q3 2014
FDA UDI Implementation
Class 3 

USA 2016 
FDA UDI Implementation
Class 2
+
NEW deadline 
(UDI marking
NOT GUDID)
for certain implants

Spain - 2009 
SAS product
code 

2009 2010 2011 2012 2013 2014 2015 2016

USA 2020
FDA UDI Implementation
Class 1

Cyprus 2010 
product code tender 
Guidance

Japan Q1 2011 
Product code & 
variable – Rest

Japan Q1 2009 
Product code & variable 
Phase 1

Japan Q1 2010 
Product code & 
variable – Phase 2

England/NHS 2013 
Product code

Netherlands/NVZ 
2012  Product code

USA Q3 2012 
Draft FDA UDI  
Regulation

EU Q3 2012
EC proposal
MD Regulation

USA 2015
FDA UDI Implementation
Life supporting/sustaining devices

IMDRF 2013
UDI Roadmap

China, Russia, Brazil, Canada, Singapore…
UDI regulatory requirements under dev.

Belgium 2013
Law on MD
Treacability

England/NHS 
2014 
GTIN, GLN and 
product data

Argentina 
Feb, 2015
Traceability 
System - Phase 1

Argentina
August 2015
Traceability 
System –
more products

EU 
2017
MD Regulation (UDI)

2017 …

Regulated req,

Tender req,

Important dev,
Emerging req.

Saudi Arabia
as from 2018
Implementation
by classes 

Chinese Taipei
2015 
Guidance on UDI

Korea 2019
Implementatio
n by class

Qatar 2017
Barcoding

Netherlands (NFU) 2016 
GTIN and GS1 DataMatrix

India 2022
Implementatio
n UDI Labelling

Australia 2012
UDI 
Recommendations

Abu Dhabi
2017
Identificatio
n

20082007

Turkey 2017 
UTS
Product Track & 
Trace System
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In 2011, France Authorites have found out that industrial silicon was being
used instead of medical grade silicone in implants (owner: Jean-Claude Mas)

Unable to indicate which patients were implanted one of these

Implanted in 300.000 women, in 65 countries

Poly Implant Prothesis (PIP) Incident
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ÜTS Purpose

• To keep record of medical devices and cosmetic products

• To establish a National and Original infrastructure that can keep track of products

• Patient safety and protection of public health

• Efficient execution of inspection services

• Rapid measures for possible risks occur during use of the products

39

provides an infrastructure to track medical devices
manufactured or imported to the place where they
are sold and used.
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1 March 2016

Product Management 
Module

(Cosmetics)

12 June 2017

ÜTS Timeline

Product Management 
Module

(Medical Device)

11 September 2017

Track and Monitoring
Module

(Medical Device)

7 January 2014

Project  Start
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Achievements
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Secure 
Product 
Access

Efficient 
Audit

Identification 
of Health 
Policies

Struggle 
Against 

Unrecorded 
Economy
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Scope
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Steps of ÜTS

• First step is registration of movement points; hospital ,manufacturer, 
distributor, warehouse, pharmacy, medical market…
expected (50.000 movement points)

• Second step is registration of document like CE, DC, IFU.. 
expected (150.000 documents)

• Registration of medical devices according to UDI standard also with picture
expected (4.000.000 medical devices)

• Movements notification of products
expected (1 billion/day)

• End point users (devices implanted or used patients with identity number)
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Product Track&Trace System (ÜTS) Overview
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TITCK

Distributor / 
Warehouse

Manufacturer / 
Importer

Application / Sale
Places

Citizen

Sending documents and
product information

Examining the documents and
product registration 

Sending product movements

Realising of audit and recall
activities

Query of registered 
products

TITCK

Adding of product usage and 
sales returns

Manufacturer / 
Importer

Sending the notification of 
production/ importation 

Calibration, maintenance
operations

Clinical Engineering
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Single and Lot Based Tracking
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Single Product

Single Product Group

Single Tracking

Lot Based Tracking
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Single Product Traceability

• Different movement types and codes of conduct

• Stake holders diversity and number

• 7/24 end-to-end single product tracking and monitoring

• Varying routes in product movements



Clinical Engineering Processes
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Business Intelligence
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• With the mobile application (IOS,Android), ordinary citizens will be able to query sold or used
medical device specified information. (label, packacing and calibration information,safety for use
or not,localization, product visuals etc.) 

ÜTS MOBILE APPLICATION
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ÜTS Users

50



© GS1 2017

External Systems
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ÜTS Tracking Transition Plan
Estimated
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Optics
(Lens and Spectacles) 11.09.2017

Active Implantable
Medical Devices 01.01.2018

Class III 01.06.2018

Class IIb 01.01.2019

Class IIa 01.06.2019

Class I 01.01.2022

ÜTS Launch Date: 12.06.2017 
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ÜTS Portal
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• Information about the new versions, training materials, news on workshops conducted
and up to date information about the project are published in the portal.

http://uts.saglik.gov.tr/
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Eyes of ÜTS on you !!..
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Yalçın SOYSAL M.D.
Turkish Medicines and Medical Devices Agency 
yalcin.soysal@titck.gov.tr

Contact Information

THANK YOU




