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TUCRIN Clinical Trials in Turkey
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TUCRIN Regulators in Clinical Research
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* MoH Turkish Drug and Medical Device Agency u

* The Scientific and Technological Research @
Council of Turkey LiBITAK

Ministry of Science, Industry and Technology

Ministry of Development
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TE{(_ZRIN What is TUCRIN?

e Turkish Clinical Research Infrastructure Network

* Founded as a Center of Dokuz Eylul University, lzmir,
Turkey, 2012

* Purpose: Building the national clinical research
infrastructure

* Partner of ECRIN-IA, an EU FP7 Project



ngRIN Mission of TUCRIN

* Promoting clinical research in Turkey,

* Improving the quality of clinical research,
* Improving the safety of participants,

e Supporting training of clinical researchers,

* Coordinating clinical research and providing
standardization,

* Improving public health.



TUCRIN
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WG on Clinical Research Standards
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TUCRIN Executive Committee

Yesim Tuncok (Director, DEU)

Cenk Ecevit (Vice Director, DEU)

Sedef Gidener (DEU)

Isik Tuglular (ARGEFAR)

Hamdi Akan (Clinical Research Association)

Hilal ilbars (Turkish Drug and Medical Device Agency)
Emel Tetik (Sanofi)



TUCRIN Quality Policy

Partner-oriented and national

Constant improvement

International standards — ICH, WHO, ISO...
Quality management system



TUCRIN What We Do (1)
International Accreditation of Human Research
First and pilot in Turkey (DEU)

Department for Human Research Safety*
Clinical Trials Unit*

Accreditation submission
Project support from DEU



TUCRIN What We Do (2)

Working Group on Information Technologies

Creating a clinical research database with Turkish Drug
and Medical Device Agency

X

For trials, researchers, CTUs... ‘ )

Two workshops - First demo in 2014
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TUCRIN What We Do (3)

National self-assessment and capacity building

- Ministry of Health

- Erciyes University GCP Center

- Biolstanbul Project Development

- Gaziantep University FARMAGEN GCP Center

- Istanbul University Drug Research Unit

- Ankara University Hematology Division

- Hacettepe University Technology Transfer Office



KLINIK ARASTIRMA BIRIMI BILGI FORMU

Bu form, Turkiye'de klinik aragtirma y(riiten ve gonllli alimi yapan birimler igin hazirlanmigtir. Bu
birimler merkez, enstitl, anabilim dali, bilim dali veya klinik olabilir. Formun birimdeki bir yetkili
tarafindan doldurulmasi gereklidir.

Form ile klinik aragtirma yduriten birimler hakkinda tanimlayici bilgi olugturulmasi ve altyapi
olanaklarinin saptanmasi amaglanmaktadir. Bunlar yaninda Turkiye'deki klinik aragtirma ortami ile
ilgili degerlendirmeler sorulmaktadir.

Elde edilen bilgiler biriminiz i¢in klinik aragtirma ortakliklan saglamak (zere onceden izniniz alinarak
TUCRIN'in yerli ve yabanci paydaglan ile paylasilabilir. Anonim hale getirilmis bilgiler ise
Ulkemizdeki klinik aragtirma ortaminin gelistirilmesi igin TUCRIN'in yerli ve yabanci paydaglan,
kamu kurumlari, sivil toplum orgltleri ve/veya kamu ile rapor ve benzeri formatlarda paylasilabilir.
Kimliklendirilebilir bilgiler gizli tutulacak ve ancak biriminizin izni ile Gglnc taraflarla paylagilacaktir.
Yildizl alanlar doldurulmasi zorunlu alanlardir.

Geligmeleri takip etmek ve bize ulagmak igin litfen tucrin.deu.edu.tr adresli internet sitemizi ziyaret
edin.

* Required

TUCRIN

BOLUM 1: GENEL BILGILER *
Birimin adi
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® DE-PARK  TUCRIN

TUBITAK

Dokuz Eylul University
Turkish Clinical Research Infrastructure Network (TUCRIN)

EU Horizon 2020 Programme
Expression of Interest for Clinical Research Projects

Updated Final List




What We Do (5)

TUCRIN . .
Training

TUBITAK
Clinical Trial Call Meeting
August 22, 2013

TUBITAK
Clinical Trial Call Training
October 2, 2013

TUBITAK
First Stage Announced
December 11, 2013



What We Do (5)

TUCRIN . .
Training

Training EC members
19-20 December, 2013

s Tiirkiye Ilag ve Tibbi Cihaz Kurumu ve TUCRIN Isbirligiyle
Tiirkiye Ilag ve Tibbi Cihaz Kurumu Onaylt
Klinik Arastirmalar Etik Kurul Basvurusu Degerlendirme Kursu
19-20 Arahk 2013

Dokuz Eyliil Universitesi Tip Fakiiltesi
Dekanhk Binas1 3077 No’lu Toplant1 Salonu, Izmir

TUCRIN

Two trainings in 2014
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TUCRIN What We Do (6)

International collaboration and integration

B SCRN

European Clinical Research Infrastructure Network
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TUCRIN What is ECRIN?

European Clinical Research Infrastructures Network

Bringing national hubs together for high-quality, independent,
and fully transparent multinational clinical research

’

Contributes to the achievement of the ‘European Research Area
and the ‘society of knowledge’ and adds to European
competitiveness

Project outcomes



TUCRIN
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ECRIN-ERIC

MEMBER COUNTRIES

FRANCE
GERMANY
ITALY
PORTUGAL
SPAIN

SCIENTIFIC PARTNERS
NON MEMBERS

Austria - MUW (for AtCRIN)
Denmark - RH (for DCRIN)
Finland- Finn-Medi

Hungary - HECRIN

Poland - MUW PL (for PolCRIN)
Switzerland — SCTO

AFFILIATE PARTNERS

EU - EORTC

Ireland - MMI (for ICRIN)
Sweden - Kl (for SweCRIN)
UK - UNIVEEEDSA

2nd PCT MENA Turkey

ECRIN-IA PROJECT
PARTNERS

NEW COUNTRIES

Czech Republic - MU
Iceland - Landspitali
Luxemburg - CRP Santé
Norway - ST OLAVS
Romania - UMFCV
Serbia - SMS

The Netherlands - UMCU
Turkey - DEU

INSTITUTIONS

CIRM- Italy
ESPEN - Belgium
Eurordis- France
FCRB- Spain
INRA- France

IRFMN- Italy
* Qualissima- France

UDUS- Germany
UniTransferKlinik- Germany
VSOP- The Netherlands



TUCRIN What We Do (7)

Promoting clinical trials

Providing the infrastructure for CTs

B SCRN

ECLIPSES — extension discontinued
ESCALE — EC submission
EuroHyp — services requested
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About Us TUCRIN is Turkish Clinical Research Infrastructures Network, founded under Rectorate  EcRIN Summer School 2013 -
o of Dokuz Eylul University, Izmir. TUCRIN is a partner of ECRIN, a European Union Turkey

Mission Seventh Framework Programme project. 16.03.2013

Organization TUCRIN is planned to consist of clinical trial centres and clinical reserach units, ~ ECRIN Summer School 2013 wil

be held in Turkey in October 2013

News spread across Turkey. Each TUCRIN member is supposed to locally support :
The summer school provides face-

investigators, sponsored by public funds or industry, in conducting and coordinating

UL clinical trials and to provide consult and training. to-face meetings and trainings for
Training and Career . . N _ European Correspondents of the
TUCRIN has been founded to improve the quality of clinical research conducted in  project.

Contacts Turkey and the safety of participants. Detailed information and summer

o school agenda will be provided for
Kullanici Adi European Correspondents. For
\ \ further questions, contact ECRIN
Sifre Coordination Board or send an
‘ | email to tucrin@deu.edu.tr.
Uye girigini hatirla Human Research Standards

Tue mrc 18.11.2012

U.S. Office for Human Research
¢ Sifre Hatirlatma? Protections publishes

o Uye Ol “International Compilation of



TUCRIN What to Do

Setting partnership standards

International collaboration for Clinical Trial Centers
Promoting the first outcomes

Strengthening the organization



TUCRIN What We Need

National roadmap for clinical research

Collaboration with funding and government
institutions — solid support

A larger network with clinical trial centers

Industry-sponsored trials
More CTs



