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EudraCT .
Studientitel Nummer/ Sponsor Prufz.e ntr_u m Status der Inspektion*
Eudamed (sofern inspiziert)
Nummer
A Study to Evaluate the Bioequivalence of a | n.z. Ambio Inc., Corporate Klinik: Novum Pharmaceutical | Abgeschlossen
Test Formulation of Liraglutide Injection (6 House, 1024 Dittman Research Services, Las Vegas,
mg/mL, 3 mL; Ambio, Inc.) Compared to Court, North Augusta, SC NV, USA
Victoza® (liraglutide [rDNA origin] injection) 29842, USA
solution for injection (6 mg/mL, 3 mL; Novo UND
Nordisk A/S) in Healthy Adult Subjects
Analytisches Labor: Sannova
Analytical Inc, Somerset, NJ,
USA
A Single-Dose, Randomized, Open-Label, Four- | n.z. Huahai Pharma Europe Klinik und Analytisches Labor: | Abgeschlossen

Way, Fully Replicate, Pivotal, Bioequivalence
Study of Dimethyl Fumarate 240 mg Gastro-
Resistant Hard Capsules (Huahai Pharma
Europe GmbH) and Tecfidera 240 mg Gastro-
Resistant Hard Capsules (Biogen Netherlands
B.V.) in Healthy Male and Non-Pregnant Female
Volunteers under Fed Conditions

A Single-Dose, Randomized, Open-Label, Two-
Way Crossover, Pivotal, Bioequivalence Study of
Dimethyl Fumarate 240 mg Gastro-Resistant
Hard Capsules (Huahai Pharma Europe GmbH)
and Tecfidera 240 mg Gastro-Resistant Hard
Capsules (Biogen Netherlands B.V.) in Healthy
Male and Non-Pregnant Female Volunteers
under Fasting Conditions

GmbH, Werner-Eckert-
StraBe 4 Trudering, 81829
Miinchen, Deutschland

BioPharma Services Inc.,
Toronto, Kanada

Bundesamt fiir Sicherheit im Gesundheitswesen | www.basg.gv.at

p.A. Osterreichische Agentur fiir Gesundheit und Ernahrungssicherheit GmbH | Traisengasse 5 | 1200 Wien | Osterreich | www.ages.at
DVR: 2112611 | BAWAG P.S.K. AG | IBAN: AT59 6000 0000 9605 1496 | BIC: OPSKATWW

F_INS_VIE_CLTR_I125_04

Giiltig ab: 07.01.2016

1von8




im Gesundheitswesen

Bundesamt fur Sicherheit

BASG / AGES
Institut Uberwachung

Traisengasse 5, 1200 Wien, Osterreich

Inspektionsverfahren klinischer Priifungen nach AMG und MPG
Die Daten werden quartalsweise aktualisiert (Stand Q4 2023)

A randomised, controlled, open label, parallel
group, multicentre trial comparing the efficacy
and safety of individualised FE 999049
(follitropin delta) dosing, using a long GnRH
agonist protocol and a GnRH antagonist
protocol in women undergoing controlled
ovarian stimulation.

2017-002783-40

Ferring Pharmaceuticals
A/S, Kay Fiskers Plads 11,
Kopenhagen, 2300
Dénemark

Kinderwunschzentrum, Wien

Abgeschlossen

A Randomized, Double-Blind, Placebo-Controlled
Study to Assess the Efficacy and Safety of
Nemolizumab (CD14152) in Subjects with
Prurigo Nodularis

2019-004293-25

Galderma S.A., Avenue
Gratta-Paille 2, 1018
Lausanne, Schweiz

Dermatologische Abteilung,
Klinik Donaustadt, Wien

Abgeschlossen

A phase 3, multicenter, randomized, double-
blind, placebocontrolled trial comparing the
efficacy and safety of tafasitamab plus
lenalidomide in addition to R-CHOP versus R-
CHOP in previously untreated, high-intermediate
and highrisk patients with newly-diagnosed
diffuse large B-cell lymphoma (DLBCL)

2020-002990-84

MorphoSys AG,
Semmelweisstrasse 7,
82152 Planegg,
Deutschland

Abteilung Innere Medizin II
(Onkologie),
Landeskrankenhaus Rankweil

Abgeschlossen

A Phase 2 Trial to Investigate the Efficacy,
Safety, and Tolerability of Efgartigimod PH20 SC
in Adult Patients with Chronic Inflammatory
Demyelinating Polyneuropathy (CIDP)

2019-003076-39

Argenx BVBA, Industriepark
Zwijnaarde 7, B-9052
Zwijnaarde, Belgien

Universitatsklinik fir
Neurologie, Medizinische
Universitat Wien

Abgeschlossen

An open label, randomized, single dose, full
replicate, crossover, bioequivalence study of
Atorvastatin (as calcium) 80 mg film-coated
tablets in healthy human, adult subjects under
fasting conditions

n.z.

ratiopharm GmbH, Graf-
Arco-Str. 3, 89079 Uim,
Deutschland

Analytisches Labor: Lotus Labs
Pvt. Ltd., Bangalore, Indien

Abgeschlossen
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PEACE (Pegzilarginase Effect on Arginase 1
Deficiency Clinical Endpoints): A Randomized,
Double-Blind, Placebo-Controlled Phase 3 Study
of the Efficacy and Safety of Pegzilarginase in
Children and Adults with Arginase 1 Deficiency

2018-004837-34

Aeglea Biotherapeutics,
Inc., 901 S. MoPac
Expressway, Barton Oaks
Plaza One, Suite

250, Austin, TX 78746, USA

University Hospital
of Wales, Cardiff, UK

UND

Emory University, Atlanta, GA,
USA

UND

Sponsor

Abgeschlossen

A multicenter, open label, balanced,
randomized, two-treatment, two-period, two-
sequence, single dose, cross-over
bioequivalence study of Doxorubicin
Hydrochloride (Pegylated liposomal) concentrate
for solution infusion 20 mg/10mL (2 mg/ml) of
Dr. Reddy's Laboratories Ltd, India, with that of
Caelyx(R) 2mg/mL [Doxorubicin Hydrochloride
(Pegylated Liposomal) concentrate for solution
for infusion (20 mg/10mL)] of Janssen-Cilag
International NV, Turnhoutseweg 30, B-2340
Beerse, Belgium in advanced ovarian cancer
and/or metastatic breast cancer patients under
fed condition.

n.z.

Dr. Reddy's Laboratories
Ltd., Integrated Product
Development, Survey No.
42, 45, 46 and 54,
Bachupally village,
Bachupally Mandal,
Medchal-Malkajgiri district,
Hyderabad - 500090,
Telangana, Indien

Labor: Azidus Laboratories
Ltd., Chennai, Indien

UND
Priifzentrum:

Oncological
Hyderabad, Indien

centre,

UND

Priifzentrum:
Cancer Hospital, Amravati,
Indien

Abgeschlossen

A Pivotal Phase 3 Randomized, Placebo-
controlled Clinical Study to Evaluate the Efficacy
and Safety of the sGC Stimulator Vericiguat/MK-
1242 in Adults With Chronic Heart Failure With
Reduced Ejection Fraction.

2020-005941-18

Merck Sharp & Dohme LLC
126 East Lincoln Avenue
P.O. Box 2000, Rahway,
07065 NJ, USA

Innere Medizin I, Krankenhaus
St. Josef, Braunau

Abgeschlossen
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Tracking the efficiency of MyMind BrainHero® | n.z. Brainhero (MyMind Gmbh), | Ordination, Wien Abgeschlossen
personalised neurofeedback in patients with Fuchsthallergasse 2/10,

Autism Spectrum Disorder 1090 Wien, Osterreich

A Pivotal, Single-Dose, = Pharmacokinetic | n.z. Tolmar International | Labor und Klinik: Veeda Abgeschlossen
Bioequivalence Trial Comparing Generic to Limited, 14/15  Lower | Clinical Research Ltd.,

Reference Medicinal Product of Paliperidone

Palmitate Prolonged-Release Injectable
Suspension (100 mg) in Subjects with
Schizophrenia

A Pivotal, Multiple-Dose, Pharmacokinetic

Bioequivalence Trial Comparing Generic to
Reference Medicinal Product of Paliperidone

Palmitate Prolonged-Release Injectable
Suspension (100 mg) in Subjects with
Schizophrenia

A Pivotal, Single-Dose, Parallel-arm,

Pharmacokinetic Bioequivalence Trial Comparing
Generic to Reference Medicinal Product of
Paliperidone Palmitate  Prolonged-Release
Injectable Suspension (25 mg) in Healthy
Subjects

Camden Street, Dublin 2,
DO2RP27, Ireland

Ahmedabad, Indien
UND

Klinik: Psychiatric Hospital,
Ahmedabad, Indien

A Pilot Open Label, Multi-dose, Phase 2 Study to
Assess the Safety and Efficacy of Fazirsiran
(TAK-999, ARO-AAT) in Patients with Alpha-1
Antitrypsin Deficiency Associated Liver Disease
(AATD).

2019-000068-86

Arrowhead
Pharmaceuticals, Inc., 177
East Colorado Boulevard,
Suite 700, 91105 Pasadena,
USA

Universitatsklinik fir Innere
Medizin, Medizinische
Universitat Wien

Abgeschlossen
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Randomized Controlled Study of a Local Osteo- | n.z.
Enhancement Procedure (LOEP) to Prevent
Secondary Hip Fractures in Osteoporotic Women
Undergoing Treatment of Index Hip Fractures

AgNovos Healthcare USA,
LLC, 7301 Calhoun Place,
Suite 100, Rockville, MD
20855, USA

Universitatsklinik fir
Unfallchirurgie,  Medizinische
Universitat Innsbruck

Abgeschlossen

A randomised, double-blind, placebo-controlled | 2019-001517-16
clinical trial to evaluate the efficacy and safety
of PQ Grass in subjects with seasonal allergic
rhinitis and/or rhinoconjunctivitis induced by

grass pollen exposure.

Allergy Therapeutics (UK)
Ltd., Dominion Way
Worthing, BN14 8SA West
Sussex, United Kingdom

Allergiezentrum, Wien

Abgeschlossen

Assessment of safety. tolerability and efficacy of | n.z. Redwood Pharma  AB, | Universitatsklinik fiir Klinische | Abgeschlossen
RP501 eye drops in patients with dry eye Ringvagen 100E, 11860 | Pharmakologie, Medizinische

disease and subjects wearing contact lenses Stockholm, Schweden Universitat Wien

with lens discomfort

A Phase 3, Randomized, Open-label Study to | 2020-000917-34 Nektar Therapeutics, 455 | Ordensklinikum Linz GmbH Durchgefiihrt
Compare  Adjuvant Immunotherapy  of Mission Bay Boulevard | Elisabethinen, Abteilung fiir

Bempegaldesleukin Combined with Nivolumab
Versus Nivolumab After Complete Resection of
Melanoma in Patients at High Risk for
Recurrence (PIVOT-12)

South, San Francisco, CA
94158, USA

Dermatologie, Linz
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A randomized, double-blind, multicenter | 2018-003523-11 Hexal AG, IndustriestraBe | University Multiprofessional | Durchgefiihrt
integrated phase I/III study in postmenopausal 25, 83607 Holzkirchen, | Hospital For Active Treatment
women with osteoporosis to compare the Deutschland Palmed Ltd. - UMHAT Pulmed,
pharmacokinetics, pharmacodynamics, efficacy, Plovidv, Bulgarien
safety and immunogenicity of GP2411
(proposed biosimilar denosumab) and Prolia® UND
(EU-authorized)
Medical Corporation Junyokai -
Musashino Polyclinic, Tokio,
Japan
UND
Sponsor
Patient and evaluator blinded non-inferiority | 2017-000860-14 Genera Research, | Universitatsklinik fir Durchgefiihrt
study on safety, tolerability and lumbar fusion Svetonedeljska 2 | Orthopédie und
efficacy of a single administration of Osteogrow Kalinovica, 10436 Rakov | Traumatologie, Medizinische
(rhBMP6 in autologous blood coagulum (ABC) Potok, Kroatien Universitat Graz
carrier) in adult patients treated by
posterolateral lumbar interbody fusion (PLIF) for
degenerative disc disease
ENLIGHTEN 1: A Phase III, Randomized, | 2021-005906-83 Lyra Therapeutics, 480 | Ordensklinikum Linz GmbH Durchgefiihrt
Blinded, Controlled, Parallel-Group Trial to Arsenal Way, Watertown, | Barmherzige Schwestern,
Evaluate the Efficacy and Safety of LYR-210 for MA 02472, USA Seilerstatte 4, 4010 Linz
the Treatment of Chronic Rhinosinusitis (CRS) in
Adults.
Prevention of epilepsy in stroke patients at high | 2018-002747-29 BIAL - Portela & Ca, SA Klinikum Klagenfurt am Durchgefiihrt

risk of developing unprovoked seizures: anti-
epileptogenic effects of eslicarbazepine acetate.

A Av. da Siderurgia
Nacional, 4745-457
Coronado (S. Romdo e S.
Mamede), Portugal

Worthersee, Abteilung fiir
Neurologie,
FeschnigstraBBe 11, 9020
Klagenfurt
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A Phase 3, randomized, double-blind, efficacy | 2020-000647-30 Genzyme Corporation, 450 | Medizinische Universitat Durchgefiihrt
and safety study comparing SAR442168 to Water Street, Cambridge, | Innsbruck, Neurologie -

placebo in participants with non-relapsing MA 02141, USA Neuroimmunologisches Labor,

secondary multiple sclerosis (HERCULES). Innrain 66, 6020 Innsbruck

A randomized, open label, balanced, two- | n.z. Biocon Pharma Limited, | Syngene International Limited | Durchgefihrt
treatment, two-period, two-sequence, Special Economic Zone, | Clinical Development

crossover, bioequivalence study of Single dose Plot No. 5, Phase 1V, | Tower - 1, Semicon Park,

(0.6 mg) of Liraglutide 6 mg/ml solution for Bommasandra Post, Jigani | Electronic City Phase - II,

injection in pre-filled pen of Biocon Pharma Link Road, Bengaluru, | Hosur Road

Limited, India with Single dose (0.6 mg) of
Victoza(R) (Liraglutide) 6 mg/ml solution for
injection in pre-filled pen of Novo Nordisk A/S,
Denmark, administered subcutaneously in
healthy adult human subjects, under fasting
condition.

Karnataka, 560099, India

Bangalore - 560 100
India
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A Phase 1/2, Open-label, Multicenter Study to
Evaluate Safety, Tolerability, Pharmacokinetics,
and Efficacy of Oral Once-daily Administration of
HS-10296 in Patients with Locally Advanced or
Metastatic Non-Small-Cell Lung Cancer Who
Have Progressed Following Prior Therapy with
an Epidermal Growth Factor Receptor Tyrosine
Kinase Inhibitor Agent

UND

A Phase III Randomized, Controlled, Double-
Blind, Multicenter Clinical Trial to Evaluate the
Efficacy and Safety of HS-10296 Versus Gefitinib
as First-Line Therapy for Locally Advanced or
Metastatic Non-Small Cell Lung Cancer with
Epidermal Growth Factor Receptor Sensitizing
Mutations

n.z.

Shanghai Hansoh
Biomedical Co., Ltd

Lane 287 Xiangke Road,

Pudong New
Shandhai

District

The First Affiliated Hospital of
College of Medicine Zhejiang
University, No. 79 Qingchun
Road Shangcheng District,
Hangzhou City, Zehjiang
Province, China

UND

Cancer Hospital Of The
University Of Chinese Academy
Of Sciences (Zhejiang Cancer
Hospital), No 1 East Banshan
Road, Gongshu, Hangzhou
310022, China

UND

Sponsor

Angekiindigt

* angekiindigt, durchgefiihrt, abgeschlossen. Das Inspektionsergebnis wird aus datenschutzrechtlichen Erwdgungen nicht im Detail veroffentlicht.
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