COMPETENT AUTHORITIES FOR CLINICAL TRIALS - COMPARATIVE TABLE 

	Country
	Competent Authority 
	Website
	Does CEC exist For Clinical Trials Review?
	İs There a Interaction Between CA and EC During Approval Process
	Is Parallel Submission possible?

(CA and ECs)
	Authority - Submission Fees  (Approximately)

	Germany
	BfArM (Federal Institute for Medicinal Products and Medical Devices)
	www.bfarm.de

	No1
	No 
	Possible
	Phase I-III: 3 800 €

Phase IV: 1 400 €

	
	PEI (Paul-Erlich-Institute)
	www.pei.de

	
	
	
	No data

	Greece
	EOF (Greek Licensing Authority
	www.eof.gr
	Yes
	Yes
	Possible
	3000 €

	Czech Republic
	SUKL (State Institute For Control of Drugs)
	www.sukl.cz

	No
	No
	Obligatory
	2.250 €

	Slovakia
	SUKL (State Institute For Control of Drugs)
	www.sukl.sk

	No
	No
	Possible
	300 €

	Russia
	MoH Department of State Control of Pharmaceuticals, Medicinal Products and Medical Devices
	www.mednet.ru

	Yes
	Yes
	Obligatory
	No Data

	Hungary
	OGYI (National Institute of Pharmacy)
	www.ogyi.hu

	Yes
	Yes
	N/A2
	1.750 €

	Portugal
	INFARMED (Portuguese Regulatory Agency)
	www.inframed.pt

	Yes
	No
	Possible
	Phase I—III: 1000 €

Phase IV: 500 €

	Poland
	Office for Registration of Medicinal Product, Medical Devices and Biocidal Products
	www.urpl.gov.pl

	No
	Yes
	Obligatory
	Phase I-III: 2000 €

Phase IV: 1000 €

	Lithuania
	SMCA (State Medicines Control Agency
	www.vvk.lt

	Yes
	Yes
	Possible
	No Data

	Turkey
	IEGM (MoH General Directory of Medicinal Products and Pharmacy)
	www.iegm.gov.tr

	Yes
	Yes
	Not Possible
	Phase I-III: 800 €

Phase IV: 400 €




1 There is CEC which gives opinions on general ethical issues
2 There are local and regional ethics committees however they do not have any role in approval process
Sources: 
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