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	Date
	
	
	
	Deadline
	…
	…
	


	CONTACT


	Organisation
	Turkish Medicines and Medical Devices Agency (TİTCK)
	Department
	Department of Medical Devices Notified Body and Clinical Trials

	Contact person
	Tuncay BAYRAK, Ph.D.
	Email
	tuncay.bayrak@titck.gov.tr

	City
	Ankara
	Website
	https://www.titck.gov.tr/faaliyetalanlari/tibbicihaz/urun-takip-sistemi-uts

	Country
	Türkiye
	
	


	Organisation type


	Research organisation type
	 FORMCHECKBOX 
 Research Organisation

 FORMCHECKBOX 
  University

 FORMCHECKBOX 
 Company

 FORMCHECKBOX 
 Other  
	Is your company a Small and Medium Sized Enterprise (SME*)?

Number of employees: 1200

	 FORMCHECKBOX 
 YES                 FORMCHECKBOX 
  NO 




Your enterprise is an SME if:

- it is engaged in economic activity

- it has less than 250 employees

- it has either an annual turnover not exceeding €50M, or an balance sheet total not exceeding €43M

- it is autonomous

For the definition of SMEs, look at: http://ec.europa.eu/growth/smes/business-friendly-environment/sme-definition_en 
	Short introduction of key areas of institute’s research: Serving the community with regulatory, supervisory, and guiding actions towards pharmaceuticals, medical devices, traditional herbal and supportive products, advanced therapeutic medical products, and cosmetic products.




	Former participation in an FP European project?

Project title / Acronym:

Activities performed:
	 FORMCHECKBOX 
  YES         FORMCHECKBOX 
 NO




	Expertise / Commitment offered


	Description of your expertise:
	Our agency is the competent authority for medicines, medical devices and cosmetics. We have a strong team consisting many experts from different programs such as biomedical engineering, pharmacy, medicine, computer science, molecular biology and law. Particularly, our team is responsible with the designating and monitoring the medical device notified bodies in our country. Therefore, we have a strong knowledge on the requirements for notified bodies, manufacturers and products. 
We have knowledge on medical device regulations and the processes that are relevant with the project call (HORIZON-HLTH-2024-IND-06-08) and experience on development of the national product tracking system (please visit www.uts.saglik.gov.tr).  UTS is actively used in our country for the registration and tracking of medical devices from production to end user. UTS is currently integrated with 15 different information systems, one of which is the Hospital Information Management System. Through this integration, for example, it is possible to track which patient, which healthcare facility, and which healthcare professional an implant has been applied to. Therefore, we believe that UTS would be a good opportunity for establishing a PMCF system, and we have an important advantage in being a good partner in the EU project. We believe that this system would be an effective digital system for the project. 

	
	

	Keywords specifying your expertise:
	medical device regulation, PMCF, PMS, development of the medical device tracking system based on UDI. 

	
	

	Commitment offered:
	 FORMCHECKBOX 
 Research             FORMCHECKBOX 
 Demonstration       FORMCHECKBOX 
 Training 

 FORMCHECKBOX 
  Technology          FORMCHECKBOX 
 Dissemination        FORMCHECKBOX 
  Other: 

 


	Interested in participation in project types:
	 FORMCHECKBOX 
  Research & Innovation Action
	 FORMCHECKBOX 
 Innovation Action
	 FORMCHECKBOX 
 SME Instrument


	Work Programme research areas: indicate your interest


	Our main objective and strong pursuit is to develop our Product Tracking System (UTS) (please visit https://uts.saglik.gov.tr  for further information), which is actively used in our country for the registration and tracking of medical devices from production to end user. To our knowledge, UTS, which is the first nationwide digital implementation of UDI, is a system consisting of 25 modules that enables us to monitor the entire process from the production or import of medical devices to the end user and disposal. We consider that this system could be developed to contribute to the collection and analysis of PMS data.


	Call topic(s):  HORIZON-HLTH-2024-IND-06-08 Developing EU methodological frameworks for clinical/performance evaluation and post-market clinical/performance follow-up of medical devices and in vitro diagnostic medical devices (IVDs)



	Do you have other partners for this topic (which partners/country)?
	TUBİTAK (The Scientific and Technological Research Council of Türkiye)

İstanbul Provincial Directorate of Health

Boğaziçi University
NGO (Istanbul Health Industry Cluster (ISEK),

Health Industry Employers’ Association of  Türkiye (SEIS))




	Profile of partner sought


	Role
	 FORMCHECKBOX 
 technology development
	 FORMCHECKBOX 
 research
	 FORMCHECKBOX 
 training

	 
	 FORMCHECKBOX 
 dissemination
	 FORMCHECKBOX 
 demonstration
	 FORMCHECKBOX 
 other ______________

	Country /region
	 FORMCHECKBOX 
 EU Countries

	Expertise required 
	We look for the partners who have ability to integrate our UTS to establish a PMCF system to make us a good partner in the EU projects by a comprehensive approach.
We already collect device data from hospitals via UTS in accordance with a set of rules. In addition, UTS is integrated with “e-Nabız”, our national health system. “e-Nabız” is a platform that collects health data of citizens regarding their diagnosis and treatment. In this way, we are able to process a considerable amount of data. Within the Project, UTS needs to be developed for the collection parameters of PMCF data, processing and reporting of this data. For this, we need cooperation.


I agree with the publication of my contact data:       FORMCHECKBOX 
  YES                          FORMCHECKBOX 
 NO 

