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Regulators	
  in	
  Clinical	
  Research	
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•  MoH	
  Turkish	
  Drug	
  and	
  Medical	
  Device	
  Agency	
  

•  The	
  Scien2fic	
  and	
  Technological	
  Research	
  
	
  	
  	
  	
  	
  Council	
  of	
  Turkey	
  

•  Ministry	
  of	
  Science,	
  Industry	
  and	
  Technology	
  

•  Ministry	
  of	
  Development	
  



What	
  is	
  TUCRIN?	
  

•  Turkish	
  Clinical	
  Research	
  Infrastructure	
  Network	
  
•  Founded	
  as	
  a	
  Center	
  of	
  Dokuz	
  Eylul	
  University,	
  Izmir,	
  

Turkey,	
  2012	
  
•  Purpose:	
  Building	
  the	
  na2onal	
  clinical	
  research	
  

infrastructure	
  
•  Partner	
  of	
  ECRIN-­‐IA,	
  an	
  EU	
  FP7	
  Project	
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Mission	
  of	
  TUCRIN	
  

•  Promo2ng	
  clinical	
  research	
  in	
  Turkey,	
  
•  Improving	
  the	
  quality	
  of	
  clinical	
  research,	
  
•  Improving	
  the	
  safety	
  of	
  par2cipants,	
  
•  Suppor2ng	
  training	
  of	
  clinical	
  researchers,	
  
•  Coordina2ng	
  clinical	
  research	
  and	
  providing	
  
standardiza2on,	
  

•  Improving	
  public	
  health.	
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Organiza%on	
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EXECUTIVE COMMITTEE 

EXECUTIVE COORDINATOR WORKING GROUPS 

DIRECTOR 

VICE DIRECTOR 

WG on International Accreditation Evaluation for 
Human Research Quality Management Coordinator 

Sub-WG on Ethics Committee Accreditation 

ADVISORY COMMITTEE 

WG on Information Technologies 

Quality Management Representative 

WG on Clinical Research Standards 

WG on Clinical Research Training 



Execu%ve	
  CommiGee	
  

Yeşim	
  Tunçok	
  (Director,	
  DEU)	
  
Cenk	
  Ecevit	
  (Vice	
  Director,	
  DEU)	
  
Sedef	
  Gidener	
  (DEU)	
  
Işık	
  Tuğlular	
  (ARGEFAR)	
  
Hamdi	
  Akan	
  (Clinical	
  Research	
  Associa2on)	
  
Hilal	
  İlbars	
  (Turkish	
  Drug	
  and	
  Medical	
  Device	
  Agency)	
  
Emel	
  Te2k	
  (Sanofi)	
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Quality	
  Policy	
  

	
  
Partner-­‐oriented	
  and	
  na2onal	
  
Constant	
  improvement	
  
Interna2onal	
  standards	
  –	
  ICH,	
  WHO,	
  ISO...	
  
Quality	
  management	
  system	
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What	
  We	
  Do	
  (1)	
  

	
  
Interna2onal	
  Accredita2on	
  of	
  Human	
  Research	
  	
  
First	
  and	
  pilot	
  in	
  Turkey	
  (DEU)	
  
	
  

Department	
  for	
  Human	
  Research	
  Safety*	
  
Clinical	
  Trials	
  Unit*	
  

	
  
Accredita2on	
  submission	
  
Project	
  support	
  from	
  DEU	
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What	
  We	
  Do	
  (2)	
  

	
  
Working	
  Group	
  on	
  Informa2on	
  Technologies	
  	
  
	
  
Crea2ng	
  a	
  clinical	
  research	
  database	
  with	
  Turkish	
  Drug	
  
and	
  Medical	
  Device	
  Agency	
  
	
  
For	
  trials,	
  researchers,	
  CTUs...	
  
	
  
Two	
  workshops	
  -­‐	
  First	
  demo	
  in	
  2014	
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What	
  We	
  Do	
  (3)	
  

	
  
Na2onal	
  self-­‐assessment	
  and	
  capacity	
  building	
  
	
  
-­‐  Ministry	
  of	
  Health	
  
-­‐  Erciyes	
  University	
  GCP	
  Center	
  
-­‐  BioIstanbul	
  Project	
  Development	
  
-­‐  Gaziantep	
  University	
  FARMAGEN	
  GCP	
  Center	
  	
  
-­‐  Istanbul	
  University	
  Drug	
  Research	
  Unit	
  
-­‐  Ankara	
  University	
  Hematology	
  Division	
  	
  
-­‐  Hacefepe	
  University	
  Technology	
  Transfer	
  Office	
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What	
  We	
  Do	
  (3)	
  

	
  
Na2onal	
  self-­‐assessment	
  and	
  capacity	
  building	
  
	
  
-­‐  Ministry	
  of	
  Health	
  
-­‐  Erciyes	
  University	
  GCP	
  Center	
  
-­‐  BioIstanbul	
  Project	
  Development	
  
-­‐  Gaziantep	
  University	
  FARMAGEN	
  GCP	
  Center	
  	
  
-­‐  Istanbul	
  University	
  Drug	
  Research	
  Unit	
  
-­‐  Ankara	
  University	
  Hematology	
  Division	
  	
  
-­‐  Hacefepe	
  University	
  Technology	
  Transfer	
  Office	
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What	
  We	
  Do	
  (4)	
  

	
  
Help	
  building	
  na2onal	
  research	
  roadmaps	
  
	
  
MoH,	
  MoDev,	
  MoSIT,	
  TUBITAK	
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What	
  We	
  Do	
  (5)	
  
Training	
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TUBITAK	
  	
  
Clinical	
  Trial	
  Call	
  Mee2ng	
  

August	
  22,	
  2013	
  
	
  
	
   TUBITAK	
  	
  

Clinical	
  Trial	
  Call	
  Training	
  
October	
  2,	
  2013	
  

	
  
	
   TUBITAK	
  	
  

First	
  Stage	
  Announced	
  
December	
  11,	
  2013	
  

	
  
	
  



What	
  We	
  Do	
  (5)	
  
Training	
  

24.06.2014	
   2nd	
  PCT	
  MENA	
  Turkey	
  

Training	
  EC	
  members	
  
19-­‐20	
  December,	
  2013	
  
	
  
	
  

Two	
  trainings	
  in	
  2014	
  
	
  
	
  



What	
  We	
  Do	
  (6)	
  

	
  
Interna2onal	
  collabora2on	
  and	
  integra2on	
  

	
  
	
  

	
  
European	
  Clinical	
  Research	
  Infrastructure	
  Network	
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What	
  is	
  ECRIN?	
  

	
  
European	
  Clinical	
  Research	
  Infrastructures	
  Network	
  
	
  
Bringing	
  na2onal	
  hubs	
  together	
  for	
  high-­‐quality,	
  independent,	
  
and	
  fully	
  transparent	
  mul2na2onal	
  clinical	
  research	
  
	
  
Contributes	
  to	
  the	
  achievement	
  of	
  the	
  ‘European	
  Research	
  Area’	
  
and	
  the	
  ‘society	
  of	
  knowledge’	
  and	
  adds	
  to	
  European	
  
compe22veness	
  
	
  
Project	
  outcomes	
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MEMBER	
  COUNTRIES	
  

AFFILIATE	
  PARTNERS	
  

FRANCE	
  
GERMANY	
  
ITALY	
  
PORTUGAL	
  	
  
SPAIN	
  

EU	
  -­‐	
  EORTC	
  
Ireland	
  -­‐	
  MMI	
  (for	
  ICRIN)	
  
Sweden	
  -­‐	
  KI	
  (for	
  SweCRIN)	
  
UK	
  -­‐	
  UNIVLEEDS	
  

Austria	
  -­‐	
  MUW	
  (for	
  AtCRIN)	
  
Denmark	
  -­‐	
  RH	
  (for	
  DCRIN)	
  
Finland-­‐	
  Finn-­‐Medi	
  
Hungary	
  -­‐	
  HECRIN	
  
Poland	
  -­‐	
  MUW	
  PL	
  (for	
  PolCRIN)	
  
Switzerland	
  –	
  SCTO	
  

SCIENTIFIC	
  PARTNERS	
  
NON	
  MEMBERS	
  

NEW	
  COUNTRIES	
  

Czech	
  Republic	
  -­‐	
  MU	
  
Iceland	
  -­‐	
  Landspitali	
  
Luxemburg	
  -­‐	
  CRP	
  Santé	
  
Norway	
  -­‐	
  ST	
  OLAVS	
  
Romania	
  -­‐	
  UMFCV	
  	
  
Serbia	
  -­‐	
  SMS	
  
The	
  Netherlands	
  -­‐	
  UMCU	
  
Turkey	
  -­‐	
  DEU	
  

CIRM-­‐	
  Italy	
  	
  
ESPEN	
  -­‐	
  Belgium	
  	
  
Eurordis-­‐	
  France	
  	
  
FCRB-­‐	
  Spain	
  	
  
INRA-­‐	
  France	
  
IRFMN-­‐	
  Italy	
  
Qualissima-­‐	
  France	
  
UDUS-­‐	
  Germany	
  
UniTransferKlinik-­‐	
  Germany	
  
VSOP-­‐	
  The	
  Netherlands	
  

INSTITUTIONS	
  

ECRIN-ERIC ECRIN-IA PROJECT 
PARTNERS 
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What	
  We	
  Do	
  (7)	
  

	
  
Promo2ng	
  clinical	
  trials	
  
	
  
Providing	
  the	
  infrastructure	
  for	
  CTs	
  
	
  
ECLIPSES	
  –	
  extension	
  discon2nued	
  
ESCALE	
  –	
  EC	
  submission	
  
EuroHyp	
  –	
  services	
  requested	
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tucrin.deu.edu.tr	
  	
  
	
  
	
  



What	
  to	
  Do	
  

	
  
	
  
Seong	
  partnership	
  standards	
  
Interna2onal	
  collabora2on	
  for	
  Clinical	
  Trial	
  Centers	
  
Promo2ng	
  the	
  first	
  outcomes	
  
	
  
Strengthening	
  the	
  organiza2on	
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What	
  We	
  Need	
  

	
  
Na2onal	
  roadmap	
  for	
  clinical	
  research	
  
	
  
Collabora2on	
  with	
  funding	
  and	
  government	
  
ins2tu2ons	
  –	
  solid	
  support	
  
	
  
A	
  larger	
  network	
  with	
  clinical	
  trial	
  centers	
  	
  
Industry-­‐sponsored	
  trials	
  

	
  More	
  CTs	
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