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Clinical trials play an important role in the development of new medicinal products, because the decision on the possibility of their medical use can be made only after a systematic study in humans and obtaining evidence of efficacy and safety.
New medicinal products, regardless of the country in which they were developed, must be evaluated on the basis of adequate data of the studies conducted according to a uniform set of requirements, including the rules of Good Clinical Practice. The current GCP requires the cooperation of all industry stakeholders, researchers, government agencies responsible for the registration and control of medicinal products (MPs), and ethics committees. GCP rules are considered as a prerequisite for proper clinical trials in most developed countries.
In recent years, regulatory documents to improve examination of materials and conduct of clinical trials (CTs) have been developed and implemented. This demonstrates a gradual approximation to international standards for CT. 
Legislative and regulatory framework of Ukraine for conducting clinical trials:
The Law of Ukraine “On Medicines” as amended; 
“Clinical Trials Guideline. Medicinal products. Good Clinical Practice. Guideline 42-7.0: 2008” approved by MoH Ukraine Order No. 95 of 16.02.2009. This Guideline was developed on the basis of Note for Guidance on Good Clinical Practice, СРMР/ICH/135/95 (Е6), 1997.  
In 2017 the MoH Ukraine Order of 26.09.2017 № 1169 amended the Guideline 42-7.0: 2008 to implement Integrated Addendum to ICH E6 (R1): Guideline for Good Clinical Practice E6 (R2) Current Step 4 version dated 9 November 2016. In order to improve the conduct of clinical trials in Ukraine the Procedure for Conducting Clinical Trials of Medicinal Products and Expert Evaluation of Materials Pertinent to Clinical Trials the MoH Ukraine was approved by MoH Ukraine Order of 23.09.2009 № 690 (hereinafter - Order 690). Amendments to the Order 690 implemented a requirement to approve a clinical trial/substantial amendment(s) by MoH Ukraine orders. This envisages a submission of an application for conducting CT of MP/for making a substantial amendment to the CT protocol to the Center for Administrative Services MoH Ukraine "Single Window" (based on “one-stop-shop” principle). The approved orders are published on the MoH and the State Expert Center MoH (SEC) websites. This procedure brought closer the creation of the unified public database of clinical trials conducted in Ukraine (i.e. Register of clinical trials) and made the process of conducting CTs more transparent.
In view of the quarantine imposed because of the COVID-19 pandemic, changes were made to the legislation, namely the Law of Ukraine “On Amendments to Some Legislative Acts of Ukraine on Provision of Treatment of Coronavirus Disease (COVID-19)" of 20.03.2020 № 539-IX) according to which the expert evaluation of materials of clinical trials of medicinal products for treating coronavirus disease (COVID-19) shall be conducted within five calendar days.
In 2020 16 CTs (10 international multicenter CTs and 6 CTs by domestic manufacturers) for the treatment of COVID-19 have been approved according to the current legislation.
Based on results of the expert evaluation 1053 positive conclusions were provided on the conduct of international multi-center CTs and 248 positive conclusions on the conduct of CTs by domestic manufacturers from 2015 to 2020.

















	
	2015
	2016
	2017
	2018
	2019
	2020
	Total

	Oncology
	28
	30
	33
	46
	42
	56
	235

	Psychiatry and neurology
	22
	26
	29
	27
	33
	37
	174

	Gastroenterology
	24
	16
	26
	29
	27
	18
	140

	Rheumatology
	16
	14
	23
	9
	15
	10
	87

	Pulmonology
	18
	14
	7
	16
	10
	9
	74

	Endocrinology
	9
	6
	10
	9
	12
	4
	50

	Cardiology
	4
	6
	14
	8
	14
	10
	56

	Hematology
	6
	5
	10
	8
	15
	18
	62

	Infectious diseases /COVID-19*
	-
	-
	-
	-
	-
	16
	16
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Leading applicants for international CTs in Ukraine
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Leading applicants for domestic CTs in Ukraine











Leading applicants for domestic CTs in Ukraine
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* due to the COVID-19 pandemic, clinical audits have been suspended, and after the end of quarantine, clinical audits will be continued. 
Since 2012 the Center’s employees have taken part in GCP inspections in Ukraine conducted by inspectors from the USA Food and Drug Administration (U.S. FDA) (6 inspections), the European Medicines Agency (EMA) (4 inspections), the Japanese Pharmaceuticals and Medical Devices Agency (PMDA) (1 inspection) and the Lithuanian State Medicines Control Agency of (SMCAL) (1 inspection). 
Inspectors from ЕМА, FDA, PMDA and SMCAL recognized the functioning of the clinical trial system in Ukraine sufficiently developed. Also, they thanked the representatives of the State Expert Center of the Ministry of Health of Ukraine for their participation in the inspections and hoped for future cooperation. Such joint events have shown that CTs in Ukraine are conducted at the appropriate level according to the requirements of the regulatory framework of Ukraine and international standards for clinical trials. 
Since 2014, the Center’s staff regularly participates in workshops and training courses for GCP inspectors conducted by the European Medicines Agency (EMA). At these workshops a common approach to conducting CT inspections in the European Union member states was discussed. In 2015, 2017 and 2018 employees of the Clinical Audit Department received certificates after successful completion of “GCP Inspector’s basic training course” from EMA.



















Ukraine has created a regulatory framework that allows the conduct of clinical trials in compliance with international standards. At the same time, the strategy of integration of Ukraine with the EU requires further measures to harmonize the Ukrainian MP regulatory system with relevant EU standards and directives.



Positive conclusions on substantial amendments to multicenter CT materials 

Всього	
2015	2016	2017	2018	2019	2020	1065	1222	1373	1283	1731	1828	

Positive conclusions on bioequivalence studies

Всього	
2015	2016	2017	2018	2019	2020	13	9	11	20	29	16	

Positive conclusions on substantial amendments to materials of domestic CTs

Всього	
2015	2016	2017	2018	2019	2020	23	25	18	27	12	32	

The review of an application was terminated in 2020

At Applicant’s request 	
International CTs	Substantial amendments to International CTs	Domestic CTs	Substantial amendments to Domestic CTs	6	5	1	1	According to current legislation (Refusal to conduct clinical trial)	
International CTs	Substantial amendments to International CTs	Domestic CTs	Substantial amendments to Domestic CTs	4	2	5	



Approved CT / SA of drugs for care of acute respiratory disease COVID-19 in Ukraine

Затв	
International CTs	Substantial amendments to International CTs	Domestic CTs	Substantial amendments to Domestic CTs	10	16	6	16	

Terminated CT / SA of drugs for care of acute respiratory disease COVID-19 in Ukraine

Затв	
International CTs	Substantial amendments to International CTs	Domestic CTs	Substantial amendments to Domestic CTs	4	2	1	

Phase distribution of the study for COVID-19 treatment protocols

Phase I	
Протоколів	1	Phase II	
Протоколів	5	Phase III	
Протоколів	9	Phase IV	
Протоколів	Bioequivalence	
Протоколів	1	


Leading applicants for international CTs phase I and II in Ukraine  


LLC “Arensia Exploratory Medicine”	FIE “IQVIA RDS Ukraine”	LLC "CRO InnoFarm Ukraine"	LLC "Parexel Ukraine"	«Ergomed PLC», UK	Pfizer Inc., USA	LLC "PSI Ukraine"	Other applicants (21 applicants)	13	8	8	5	4	4	4	37	

Positive conclusions on CTs of MPs 
Phase І	
2015	2016	2017	2018	2019	2020	1	3	9	5	10	21	Phase ІІ	
2015	2016	2017	2018	2019	2020	27	37	55	40	51	59	Phase ІІІ	
2015	2016	2017	2018	2019	2020	111	92	114	127	143	119	Phase IV	
2015	2016	2017	2018	2019	2020	5	3	4	4	6	4	



Approved trial sites by region

Розподіл затверджених місць проведення випробувань за регіонами	
Kyiv - 24%	Kharkiv - 17%	Vinnytsia - 9%	Dnipro - 9%	Zaporozhye - 4%	Ivano-Frankivsk - 5%	Lviv - 3%	Odessa - 6%	Other 22 cities - 23%	69	48	25	26	13	14	9	17	67	

Positive conclusions on CTs of MPs for pediatric use

International CTs	
2015	2016	2017	2018	2019	2020	14	6	26	25	18	10	Domestic CTs	
2015	2016	2017	2018	2019	2020	4	3	2	1	0	Всього	
2015	2016	2017	2018	2019	2020	


Positive conclusions on CTs of MPs for pediatric use by phases

Phase I	
2015	2016	2017	2018	2019	2020	2	1	Phase II	
2015	2016	2017	2018	2019	2020	3	6	5	6	Phase III	
2015	2016	2017	2018	2019	2020	10	6	18	19	12	10	Phase IV	
2015	2016	2017	2018	2019	2020	1	



Positive conclusions on international multicenter CTs of MPs for pediatric use by therapeutic area

2015	
Pulmonology	Psychiatry	Hematology	Endocrinology	Gastroenterology	Surgery	Infectious diseases	Neurology	Rheumatology	Oncology	Dermatology	Urology / Nephrology	Immunology	Cardiology	Metabolic disorders	Allergology	Orthopedics	1	3	2	1	1	2	1	2016	
Pulmonology	Psychiatry	Hematology	Endocrinology	Gastroenterology	Surgery	Infectious diseases	Neurology	Rheumatology	Oncology	Dermatology	Urology / Nephrology	Immunology	Cardiology	Metabolic disorders	Allergology	Orthopedics	1	1	2	2	2017	
Pulmonology	Psychiatry	Hematology	Endocrinology	Gastroenterology	Surgery	Infectious diseases	Neurology	Rheumatology	Oncology	Dermatology	Urology / Nephrology	Immunology	Cardiology	Metabolic disorders	Allergology	Orthopedics	3	2	3	2	2	3	1	1	1	2	1	2	1	1	1	2018	
Pulmonology	Psychiatry	Hematology	Endocrinology	Gastroenterology	Surgery	Infectious diseases	Neurology	Rheumatology	Oncology	Dermatology	Urology / Nephrology	Immunology	Cardiology	Metabolic disorders	Allergology	Orthopedics	5	8	1	1	1	4	1	1	1	2	2019	
Pulmonology	Psychiatry	Hematology	Endocrinology	Gastroenterology	Surgery	Infectious diseases	Neurology	Rheumatology	Oncology	Dermatology	Urology / Nephrology	Immunology	Cardiology	Metabolic disorders	Allergology	Orthopedics	2	2	1	3	5	1	2	1	1	2020	
Pulmonology	Psychiatry	Hematology	Endocrinology	Gastroenterology	Surgery	Infectious diseases	Neurology	Rheumatology	Oncology	Dermatology	Urology / Nephrology	Immunology	Cardiology	Metabolic disorders	Allergology	Orthopedics	1	2	2	1	1	1	2	



2015

Найпоширеніші зауваження до матеріалів КВ в 2016 році	
Trial site or Responsible Investigator 	 Dossier 	 Protocol	 Informed consent	 Other remarks	39	21	25	14	1	

2016

Найпоширеніші зауваження до матеріалів КВ в 2016 році	
Trial site or Responsible Investigator 	 Dossier 	 Protocol	 Informed consent	 Other remarks	34	22	26	15	3	

2017

Найпоширеніші зауваження до матеріалів КВ в 2017 році	
Trial site or Responsible Investigator 	 Dossier 	 Protocol	 Informed consent	 Other remarks	180	80	145	95	22	

2018

Найпоширеніші зауваження до матеріалів КВ в 2018 році	
Trial site or Responsible Investigator 	 Dossier 	 Protocol	 Informed consent	 Other remarks	192	156	174	85	25	

2019

Найпоширеніші зауваження до матеріалів КВ в 2019 році	
Trial site or Responsible Investigator 	 Dossier 	 Protocol	 Informed consent	 Other remarks	32	25	28	13	2	

2020

Найпоширеніші зауваження до матеріалів КВ в 2018 році	
Trial site or Responsible Investigator 	 Dossier 	 Protocol	 Informed consent	 Other remarks	33	27	24	14	2	


 2015

Кількість	
FIE “Quintiles Ukraine”	LLC “CRO InnoFarm Ukraine” 	“PSI Ukraine” LTD	LLC “MB Quest”	LLC “PRA Ukraine” 	Other applicants 	14	13	8	6	6	53	

 2016

Кількість	
 FIE “Quintiles Ukraine”	LLC “CRO InnoFarm Ukraine”	LLC “Parexel Ukraine”	 LLC “Synergy Pharm Group Ukraine”	 “PSI Ukraine” LTD	 Other applicants	19	11	6	5	4	55	

 2017

Кількість	
FIE “Quintiles Ukraine”	LLC “PRA Ukraine” 	LLC “CRO InnoFarm Ukraine” 	AbbVie Biopharmaceuticals GmbH Ukraine	LLC “AstraZeneca Ukraine”	Other applicants	31	19	12	9	9	122	

 2018

Кількість	
LLC “CRO InnoFarm”	LLC “MSD”	“PSI” LTD	FIE “IQVIA RDS Ukraine”	LLC “ІНС Research”	Other applicants	16	16	15	13	13	110	

 2019

Кількість	
FIE “IQVIA RDS Ukraine”	LLC “MSD Ukraine”	LLC “ІНС Research”	LLC “Clinical Research ICON”	LLC “Chiltern International Ukraine”	LLC “CRO InnoFarm Ukraine”	Other 34 applicants	38	18	12	11	11	10	110	

 2020

Кількість	
FIE “IQVIA RDS Ukraine”	LLC “MSD Ukraine”	LLC “Arensia Exploratory Medicine”	LLC “ІНС Research”	LLC “CRO InnoFarm Ukraine”	LLC “Sanofi Ukraine”	LLC “Parexel ukraine”	LLC “Janssen Pharmaceuticals NV”	 Other 29 applicants	25	14	16	11	14	10	13	10	91	

 2015

Кількість	
JSC “Farmak”	LLC “PP Biopharma”	LLC “PC Zdorovye”	LLC “Astrapharm”	LLC “RPF Aksomed” 	Other applicants	20	12	12	6	6	38	

 2016

Кількість	
JSC “Farmak”	LLC “PP Biopharma”	JSC “Kyiv Vitamin Plant”	JSC “KIEVMEDPREPARAT Ukraine”	LLC “Pharmaceutical Company Zdorovye”	Other applicants	0.16	0.14000000000000001	0.11	0.09	7.0000000000000007E-2	0.43	

 2017

Кількість	
JSC “Farmak”	PrJSC “PF Darnitsa”	LLC “Pharmaceutical Company Zdorovye”	PJSC “Chervona zirka Ukraine”	RPF “Microkhim” LTD	Other applicants	10	7	7	3	3	17	

 2018

Кількість	
JSC “Farmak”	PrJSC “Pharmaceutical Firm Darnitsa”	PJSC “Technolog”	RPF “Microkhim” LTD	 LLC “PC Zdorovye”	 Other applicants	25	16	9	9	9	32	

 2019

Кількість	
JSC “Kyiv Vitamin Plant”	RPF “Microkhim” LTD	PrJSC Pharmaceutical Firm Darnitsa”	LLC “Arterium LTD” Ukraine	JSC “Farmak”	LLC “Pharmaceutical Company Zdorovye”	Other 8 applicants	8	7	4	4	3	3	9	

 2020

Кількість	
PJSC SIC “Borshchahivskiy CPP”	LLC “Biopharma plasma”	 RPF “Microkhim” LTD	JSC “Kyiv Vitamin Plant”	JSC “Farmak”	PrJSC Pharmaceutical Firm Darnitsa”	LLC “Arterium LTD” Ukraine	 Other 5 applicants	4	3	5	3	2	2	2	8	

GCP workshops
2015	[ЗНАЧЕНИЕ] atendees

Відвідало семінар	815	2016	[ЗНАЧЕНИЕ] atendees

Відвідало семінар	982	2017	[ЗНАЧЕНИЕ] atendees

Відвідало семінар	1158	2018	[ЗНАЧЕНИЕ] atendees


Відвідало семінар	1253	2019	[ЗНАЧЕНИЕ] atendees

Відвідало семінар	1174	2020	1148 atendees

Відвідало семінар	1148	

Clinical audits conducted

Кількість	[ЗНАЧЕНИЕ]
[ЗНАЧЕНИЕ]*

2015	2016	2017	2018	2019	2020	55	66	43	42	44	25	

Applications received by the SEC through the MoH “Single window”

International CTs	
2015	2016	2017	2018	2019	2020	147	157	206	257	244	236	Domestic CTs	
2015	2016	2017	2018	2019	2020	53	45	56	37	60	32	


Positive conclusions on the conduct of CTs in Ukraine

International CTs	
2015	2016	2017	2018	2019	2020	144	135	183	178	210	203	Domestic CTs	
2015	2016	2017	2018	2019	2020	58	46	47	30	38	29	
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