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Name of administrative
Study title sponsor Location for study procedure
Inspection not focused on a single clinical trial - MEDICAL PLUS, s.r.o No
A First in Human, Open-Label Phase l/Ib study to
evaluate the Safety, Tolerability, Pharmacokinetics
and Clinical Activity of MitoTam in patients with Smart Brain
advanced solid tumors S.r.0. V8eobecna fakultni nemocnice v Praze No
Efficacy and safety of low doses of trazodone in
patients affected by painful diabetic neuropathy:
randomized, controlled, pilot study. Angelini S.p.A. |Vestra Clinics s.r.o. No
A First in Human, Open-Label Phase I/Ib study to
evaluate the Safety, Tolerability, Pharmacokinetics
and Clinical Activity of MitoTam in patients with Smart Brain
advanced solid tumors S.r.0. Smart Brain s.r.o. - sponsor site inspection No
A 2-year Prospective Study to Assess Health-related
Quality of Life in Subjects with Highly-Active
Relapsing Multiple Sclerosis Treated with
Mavenclad® Merck KGaA Nemocnice Jihlava, p.o. No
A 2-year Prospective Study to Assess Health-related
Quality of Life in Subjects with Highly-Active
Relapsing Multiple Sclerosis Treated with Nemocnice Pardubického kraje, a.s., Pardubicka
Mavenclad® Merck KGaA nemocnice No
A Multinational, Multicenter, Randomized, Phase 3
Study of Tesetaxel plus a Reduced Dose of
Capecitabine versus Capecitabine Alone in Patients
with HER2 Negative, Hormone Receptor Positive, Odonate
Locally Advanced or Metastatic Breast Cancer Therapeutics,
Previously Treated with a Taxane Inc. Multiscan s.r.o. No
A double-blind, randomized, placebo-controlled,
multiple-dose, multi-centre safety and efficacy study
of co-administration of tesofensine/metoprolol in
subjects with Prader-Willi syndrome (PWS) "Second
12 weeks open label extension" Saniona A/S Fakultni nemocnice v Motole No
A Randomized, Double-Blind, Placebo-Controlled,
Dose Finding Study to Evaluate the Efficacy and
Safety of Padsevonil as Adjunctive Treatment of
Focal-Onset Seizures in Adult Subjects with Drug- UCB Biopharma
Resistant Epilepsy SPRL FORBELI s.r.o0. No
A Randomized, Double-Blind, Placebo-Controlled,
Dose Finding Study to Evaluate the Efficacy and
Safety of Padsevonil as Adjunctive Treatment of
Focal-Onset Seizures in Adult Subjects with Drug- UCB Biopharma
Resistant Epilepsy SPRL INEP medical s.r.o. No
A randomized, double-blinded, placebo-Controlled,
single and multiple ascending dose study to evaluate
the safety, tolerability, pharmacokinetics and Bristol-Myers
pharmacodynamics of BMS-986224 in healthy Squibb
subjects and chronic heart failure patients with International
reduced ejection fraction Corporation VSeobecna fakultni nemocnice v Praze No
A Multicenter, Randomized, Double-Blind, Placebo-
Controlled Phase Il Study to Evaluate the Efficacy
and Safety of Elafibranor in Patients with Non- Genfit SA
Alcoholic Steatohepatitis (NASH) and fibrosis. Fakultni nemocnice Brno No
A Phase 3 Randomized, Multicenter Study of
Subcutaneous vs. Intravenous Administration of Janssen-Cilag
Daratumumab in Subjects With Relapsed or International
Refractory Multiple Myeloma N.V. Fakultni nemocnice Olomouc No
Influenza vaccination After Myocardial Infarction
(IAMI trial). A multicenter, prospective, randomized  [Orebro
controlled clinical trial based on University
national angiography and angioplasty registries. Hospital Fakultni nemocnice u sv. Anny v Brné No
Influenza vaccination After Myocardial Infarction
(IAMI trial). A multicenter, prospective, randomized  [Orebro
controlled clinical trial based on University
national angiography and angioplasty registries. Hospital Fakultni nemocnice Kralovské Vinohrady No
A Phase lll, Observer-Blind, Randomized, Non-
influenza Vaccine Comparator-Controlled, Parallel-
Group, Multi-Country Study in Children Aged 6-35
Months to Assess the Safety and Efficacy of Abbott's | Abbott
Candidate Quadrivalent Influenza Vaccine. Biologicals B.V. [MUDr. lva Madejova, prakticky Iékar pro déti a dorost No




Safety and efficacy of ex-vivo expanded allogeneic
yd T-lymphocytes (Omnimmune®) in patients with
active relapsed or refractory acute myeloid
leukaemia (AML) who are not eligible for or do not
consent with high dose salvage chemotherapy
and/or allogeneic Haematopoietic Cell
Transplantation (HCT). A dose escalation, open-
label, phase | study.

TC BioPharm,
Ltd.

Ustav hematologie a krevni transfuze

No

An Open-Label, Single-Arm Study of The Efficacy,
Safety, and Pharmacokinetic Behavior of Leuprolide
Mesylate Injectable Suspension (LMIS 25 mg) in
Subjects with Prostate Cancer

Foresee
Pharmaceuticals
Co., Ltd.

Uromedical Center s.r.o.

No

A Multicenter, Randomized, Double-Blind, Placebo-
Controlled Phase Il Study to Evaluate the Efficacy
and Safety of Elafibranor in Patients with Non-
Alcoholic Steatohepatitis (NASH) and fibrosis.

Genfit SA

Research Site s.r.o.

No

A Multicenter, Randomized, Double-Blind, Placebo-
Controlled Phase Il Study to Evaluate the Efficacy
and Safety of Elafibranor in Patients with Non-
Alcoholic Steatohepatitis (NASH) and fibrosis.

Genfit SA

KLIN MED s.r.o.

No

The Efficacy and Safety of Intra-Arterial
Administration of REX-001 to Treat Ischaemic Ulcers
in Subjects with Critical Limb Ischaemia Rutherford
Category 5 and Diabetes Mellitus: A Pivotal, Placebo-
Controlled, Double-Blind, Parallel-Group, Adaptive
Trial

Rexgenero
Limited

Fakultni nemocnice Ostrava

No

The Efficacy and Safety of Intra-Arterial
Administration of REX-001 to Treat Ischaemic Rest
Pain in Subjects with Critical Limb Ischaemia
Rutherford Category 4 and Diabetes Mellitus: A
Pivotal, Placebo-Controlled, Double-Blind, Parallel-
Group, Adaptive Trial

Rexgenero
Limited

Fakultni nemocnice Ostrava

No

A PROSPECTIVE, RANDOMIZED, DOUBLE-BLIND,
PLACEBO-CONTROLLED PHASE 3 STUDY OF
VGX-3100 DELIVERED INTRAMUSCULARLY
FOLLOWED BY ELECTROPORATION WITH
CELLECTRA™ 5PSP FOR THE TREATMENT OF
HPV-16 AND/OR HPV-18 RELATED HIGH GRADE
SQUAMOUS INTRAEPITHELIAL LESION (HSIL) OF
THE CERVIX

Inovio
Pharmaceuticals
, Inc.

VSeobecna fakultni nemocnice v Praze

No

A Multinational, Multicenter, Randomized, Phase 3
Study of Tesetaxel plus a Reduced Dose of
Capecitabine versus Capecitabine Alone in Patients
with HER2 Negative, Hormone Receptor Positive,
Locally Advanced or Metastatic Breast Cancer
Previously Treated with a Taxane

Odonate
Therapeutics,
Inc.

VSeobecna fakultni nemocnice v Praze

No

A Placebo-Controlled, Double-Blind, Parallel-Group,
24-Month Study to Evaluate the Efficacy and Safety
of E2609 in Subjects with Early Alzheimer's Disease

Eisai Ltd.

AD71 s.r.o.

No

A Placebo-Controlled, Double-Blind, Parallel-Group,
24-Month Study to Evaluate the Efficacy and Safety
of E2609 in Subjects with Early Alzheimer's Disease

Eisai Ltd.

BRAIN-SOULTHERAPY s.r.o.

No

Placebo-controlled efficacy and safety trial of
intravenous neridronic acid in subjects with complex
regional pain syndrome (CRPS)

Grinenthal
GmbH

CCR Ostrava, s.r.o.

No

A Phase 3, multicenter, randomized, double-blind,
placebo-controlled, parallel-design study to assess
the efficacy, safety, and tolerability of AVP-786
(deudextromethorphan hydrobromide [d6-
DM]/quinidine sulfate [Q]) for the treatment of
agitation in patients with dementia of the Alzheimer's
type

Avanir
Pharmaceuticals
Inc.

Neuropsychiatrie s.r.o.

No

A Phase 3, Randomized, Double-blind, Controlled
Study Evaluating the Efficacy and Safety of VX-445
Combination Therapy in Subjects With Cystic
Fibrosis Who Are Heterozygous for the F508del
Mutation and a Minimal Function Mutation (F/MF)

Vertex
Pharmaceuticals
Incorporated

Fakultni nemocnice v Motole

No

MONITORING STUDY OF MODERATE TO
SEVERE ULCERATIVE COLITIS PATIENTS
PREVIOUSLY ENROLLED IN ETROLIZUMAB
PHASE II/lll STUDIES

F. Hoffmann-La
Roche Ltd

ISCARE LV.F. as.

No

Inspection of ethics commitee

Ethics commite, Ustav hematologie a krevni transfuze

No

Prevention and treatment of relapse in myeloid and
lymphoid neoplasia after allogeneic transplantation

with NK cell

Fakultni
nemocnice
Plzen

Fakultni nemocnice Plzen - investigator site inspection

No




		2020-06-29T09:28:34+0000
	Not specified




