
ZSEA-Qualitätsbericht 2025 Klinische Studien

CTC-A 
No. eudraCTNo Registra-

tion No. Studienname Betroffene SE PI Behandlungs- und 
Forschungszentrum Art der Studie

25-471
Multi-center Compassionate Use Program (CUP) of Nerandomilast in patients with idiopathic pulmonary fibrosis (IPF) or 
progressive pulmonary fibrosis (PPF) Idiopathische zystische Fibrose Michael Dreher Cardio

, 
International, Multi 
Centric

25-501
LIver transplantation for non-resectable very Early intrahepatic CholangioCArcinoma – a prospective, non-randomized, 
multicenter trial Cholangiokarzinom Felix Oldhafer Darm

, 
International, Multi 
Centric

25-008
Verlauf und Überleben bei Nekrotisierender Fasziitis: Eine retrospektive Analyse zur Erstellung eines Prognose-Scores 
für die Überlebenswahrscheinlichkeit der Patient:innen anhand anonymisierter Daten Nekrotisierende Fasziitis Benedikt Schäfer Dermato

Internal, National, 
Mono Centric

25-165 RAPID STILL: Beschleunigte Biomarker-bestätigte Diagnose des Still-Syndroms (SJIA&AOSD) Still-Syndrom Klaus Tenbrock Entzündung
External, National, 
Multi Centric

25-024 PSC patient cohort- A cohort study involving patients with a diagnosis of primary sclerosing cholangitis (PSC) Primär sklerosierende Cholangitis Karsten Große Gastro

, 
International, Multi 
Centric

25-066
Pancreatic Ductal Adenocarcinoma and Hepatocellular Carcinoma: Advancing Diagnostic Strategies through Multicenter 
Data Integration and Biomarker Development Hepatozelluläres Karzinom David Kristoffer Topp Gastro

External, National, 
Multi Centric

25-254
2024-518210-
81-00

  , , p , p ,  y  g g   
Bevacizumab with or without Tremelimumab as First-line Treatment in Patients With Advanced Hepatocellular 
Carcinoma Hepatozelluläres Karzinom Marie-Luise Berres Gastro

, 
International, Multi 
Centric

25-274
Thermal Ablation versus Radio Ablation for patients with hepatocellular carcinoma (HCC) < 4cm not eligible for surgical 
resection Hepatozelluläres Karzinom (HCC)

Ahmed Allam 
Mohamed Gastro

Internal, National, 
Multi Centric

25-353
2024-520219-
42-00 A phase II trial of ivosidenib maintenance after SOC adjuvant chemotherapy in curative mIDH1 cholangiocarcinoma Cholangiokarzinom Marie-Luise Berres Gastro

External, National, 
Multi Centric

25-426
A multi-center, multinational, observational study of octreotide subcutaneous depot (pen) for the treatment of patients 
with acromegaly Akromegalie Wolfram Karges Gastro

, 
International, Multi 
Centric

25-477
Non-Interventional Study on the Benefits of Transjugular Intrahepatic Portosystemic Shunting in Patients with 
Hepatocellular Carcinoma Receiving Atezolizumab plus Bevacizumab in First-Line Therapy Hepatozelluläres Karzinom Marie-Luise Berres Gastro

External, National, 
Multi Centric

25-482
2025-523558-
14-00 AiRNA | AIR-001-AATD-101 Alpha-1-Antitrypsin-Mangel Pavel Strnad Gastro

 
International, Multi 
Centric

25-349 Vergleich von Schmerzmustern bei hypermobilem Ehlers-Danlos-Syndrom und generalisierter Hypermobilitätsstörung
Ehlers-Danlos, 
Hypermobilitätsstörungen Martin Mücke Geschäftsstelle

Internal, National, 
Mono Centric

25-006
2024-515526-
89

A Randomized, Open-Label, Multicenter, Phase 3 Study Evaluating the Efficacy and Safety of Zilovertamab Vedotin (MK-
2140) Plus R-CHP versus Polatuzumab Vedotin plus R-CHP in Treatment-naive Participants with GCB Subtype of 
Diffuse Large B-Cell Lymphoma (DLBCL) Diffuses großzelliges B-Zell-Lymphom Mareike Tometten Hämato

External, 
International, Multi 
Centric

25-045

A Randomized, C5 inhibitor-controlled, Open-label Phase 3 Study to Investigate the Efficacy and Safety of Intravenous 
Zaltenibart in Adult Participants with Paroxysmal Nocturnal Hemoglobinuria (PNH) Who Have an Inadequate Response 
to C5-Inhibitor Treatment

Paroxysmale nächtliche 
Hämoglobinurie (PNH) Jens Panse Hämato

External, 
International, Multi 
Centric

25-110

Randomisierter Vergleich der Konditionierung mit Treosulfan oder Melphalan bei AML- und MDS-Patienten mit einer 
geplanten allogenen Stammzelltransplantation (alloHCT) und nachfolgender GvHD-Prophylaxe mit Cyclophosphamid 
(RELEVANT) AML, MDS Edgar Jost Hämato

External, National, 
Multi Centric

25-128 Transkriptomische Datenanalyse von MPN-iPSC-generierten hämatopoetischen Zellen Myeloproliferative Neoplasien (MPN) Steffen Koschmieder  Hämato
Internal, National, 
Mono Centric

25-133
Register und Biomaterialdatenbank für reifzellige systemische T-Zell-Lymphome
der German Lymphoma Alliance (GLA) und der Ostdeutschen Studiengruppe für Hämatologie und Onkologie (OSHO) T-Zell-Lymphome Mareike Tometten Hämato

External, National, 
Multi Centric

25-145
A Randomized, Open-label, Phase 2 Study Evaluating Elenestinib (BLU-263) as Monotherapy or Combination Therapy in 
Indolent Systemic Mastocytosis Systemische Mastozytose (SM) Jens Panse Hämato

 
International, Multi 
Centric

25-153

A Randomized, C5 Inhibitor-controlled, Open-label Phase 3 Study to Investigate the Efficacy and Safety of Intravenous 
Zaltenibart in Adult Participants with Paroxysmal Nocturnal Hemoglobinuria (PNH) Who Are Naïve to Complement-
Inhibitor Therapy

Paroxysmale nächtliche 
Hämoglobinurie (PNH) Jens Panse Hämato

External, 
International, Multi 
Centric
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25-199 MASTER FRAMEWORK FOR RELAPSE OR REFRACTORY ACUTE MYELOID LEUKEMIA: Akute myeloische Leukämie (AML) Martina Crysandt Hämato

, 
International, Multi 
Centric

25-200
EINE RANDOMISIERTE PRAGMATISCHE KLINISCHE STUDIE ZUR BEHANDLUNG VON RÜCKFÄLLEN ODER 
REFRAKTÄRER AKUTER MYELOISCHER LEUKÄMIE Akute myeloische Leukämie (AML) Martina Crysandt Hämato

, 
International, Multi 
Centric

25-209

A phase 3 multicenter, randomised, prospective, open-label trial of fixed-duration (12 cycles) venetoclax/ obinutuzumab 
vs. fixed-duration (15 cycles) venetoclax/ pirtobrutinib vs. MRD-guided venetoclax/ pirtobrutinib in patients with previously 
untreated chronic lymphocytic leukaemia (CLL)/ small lymphocytic lymphoma (SLL) aiming to establish measurement of 
individual residual disease for adjustment of treatment duration to improve outcomes

Chronische lymphatische Leukämie 
(CLL) & kleines lymphozytisches 
Lymphom (SLL) Deborah Christen Hämato

External, 
International, Multi 
Centric

25-216 Dissecting the immune cell-mesenchyme cross-talk with spatiotemporal resolution in MPN-associated fibrosis Myeloproliferative Neoplasien (MPN)
Rebekka Schneider-
Kramann Hämato

Internal, National, 
Mono Centric

25-234 Role of genome instability as a driver of stromal cell fibrosis and myeloid malignancy Myeloische Malignität Steffen Koschmieder Hämato
Internal, National, 
Mono Centric

25-238
M2 Spine Registry – prospective evaluation of potentially stable and unstable vertebral column lesions in multiple 
myeloma Multiples Myelom Christian Blume Hämato

External, National, 
Multi Centric

25-255
2025-521314-
25-00

Phase 3 Randomized, Double-blind, Placebo-controlled Studies Assessing Ziftomenib in Combination with Either 
Standard of Care Nonintensive (Venetoclax+Azacitidine) or Intensive (7+3) Therapy in Patients with Untreated NPM1 
Mutated or KMT2A Rearranged Acute Myeloid Leukemia AML Edgar Jost Hämato

External, 
International, Multi 
Centric

25-268 A Phase 1, Open-Label, Multicenter Study of INCB160058 in Participants With myeloproliferative Neoplasms Myeloproliferative Neoplasien (MPN) Steffen Koschmieder Hämato

, 
International, Multi 
Centric

25-367

Bleximenib or Placebo in Combination with Standard Induction and Consolidation Therapy followed by Maintenance for 
the Treatment of Patients with Newly Diagnosed KMT2A-rearranged or NPM1-mutant Acute Myeloid Leukemia Eligible 
for Intensive Chemotherapy: a double-blind phase 3 study Akute Myeloische Leukämie Martina Crysandt Hämato

External, 
International, Multi 
Centric

25-417 Phase II trial of anti-PD-1 antibody treatment and radiotherapy in early-stage favorable classic Hodgkin lymphoma Hodgkin-Lymphom, klassisches Deborah Christen Hämato
External, National, 
Multi Centric

25-464
A Randomized, Open-Label, Phase 3 Study of ZL-1310, a DLL3 Antibody-Drug Conjugate (ADC), Compared to 
Investigator’s Choice Chemotherapy Therapy in Participants with Relapsed Small Cell Lung Cancer Kleinzelliges Bronchialkarzinom Martin Kirschner Hämato

te a , 
International, Multi 
Centric

25-465

    p      g     
carboplatin, and etoposide vs atezolizumab,
carboplatin, and etoposide as first line treatment in patients with extensive-stage small cell lung cancer Kleinzelliges Bronchialkarzinom Martin Kirschner Hämato

 
International, Multi 
Centric

25-002 Monogene autoinflammatorische Erkrankungen in der Euregio Maas-Rhein
Monogene autoinflammatorische 
Erkrankungen Thomas Rauen Nephro

 
International, Multi 
Centric

25-085 CapturIng the status quo of C3G aNDIC-MPGN pATient carE in Germany
Membranoproliferative 
Glomerulonephritis Claudia Seikrit Nephro

External, National, 
Multi Centric

25-091 The CompCure Study: Prospective cohort study on C3 glomerulopathy C3-Glomerulopathie Claudia Seikrit Nephro
External, National, 
Multi Centric

25-223
2025-520825-
19

A Phase 3 Multicenter, Randomized, Double-Blind, Placebo Controlled Trial to Evaluate Efficacy and Safety of 
Mezagitamab (TAK-079) in Study Participants with Primary IgA Nephropathy in Combination with Stable Background 
Therapy IgA-Nephropathie (IgAN) Claudia Seikrit Nephro

External, 
International, Multi 
Centric

25-163
2025-520896-
13

A Phase 3, 2-Part, Randomized, Double-Blind, Placebo-Controlled Study (Part 1) and Open-Label Extension (Part 2) to 
Evaluate the Efficacy, Safety, Pharmacokinetics, and Pharmacodynamics of Omaveloxolone (BIIB141) in Participants 
With Friedreich’s Ataxia Aged 2 to < 16 Years Friedreich-Ataxie Kathrin Reetz Neuro

External, 
International, Multi 
Centric

25-265 SPinal glioma Investigation NEtwork (SPINE) Gliom Hussam Aldin Hamou Neuro
External, National, 
Multi Centric

25-374
A Randomized, Double-Blind, Placebo-Controlled Study to Evaluate the Long Term Clinical Benefit of Govorestat in 
Patients with Charcot-Marie-Tooth-Sorbitol Dehydrogenase Deficiency Charcot-Marie-Tooth-Krankheit Jörg Schulz Neuro

 
International, Multi 
Centric

25-499
Longitudinal Data Collection from Patients with Spinal Muscular Atrophy:
The SMArtCARE Database  Spinale Muskelatrophie Robert Brunkhorst Neuro

, 
International, Multi 
Centric

25-072 Modellvorhaben Genomsequenzierung Seltene Erkrankungen Seltene Erkrankungen Ingo Kurth Syndromal
Internal, National, 
Mono Centric

25-342
International Clinical Data Registry for Patients with Rare Embryonal or Sarcomatous CNS Tumors of the German 
Society for Pediatric Oncology and Hematology (GPOH)

Seltene embryonale oder sarkomatöse 
Tumoren des Zentralnervensystems Udo Kontny Tumor

External, National, 
Multi Centric

25-343 Registry of the European Working Group (EWOG) of Myelodysplastic Syndrome (MDS) in children and adolescents MDS Udo Kontny Tumor
External, National, 
Multi Centric

25-354
Biobanking for rhabdomyosarcoma and non-rhabdomyosarcoma soft tissue tumours in children, adolescents, and young 
adults: Storage and biomaterial data

Rhabdomyosarkom und Nicht-
Rhabdomyosarkom-Weichteiltumoren Udo Kontny Tumor

External, National, 
Multi Centric
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