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Clinical Studies as Subinvestigator since 2011 

Dr. Tilman Todenhöfer
Prostate Cancer
2010 - 2012

MDV3100 versus placebo in metastatic hormone refractory prostate cancer having progressed after docetaxel treatment, AFFIRM, phase III, EurdraCT No  2009-013174-41
2010 - 2013

Docetaxel / Prednisone +/- OGX-011 in firstline chemotherapy in metastatic hormone refractory prostate cancer, SYNERGY, phase III, EurdraCT No  2010-021011-16

2011-2013

TAK-700 / Prednisone versus placebo in chemonaive metastatic hormone refractory prostate cancer patients, phase III, EudraCT No  2010-018661-35

2011-2013

TAK-700 / Prednisone versus placebo metastatic hormone refractory prostate cancer patients who have progressed after docetaxel chemotherapy, phase III, EudraCT No  2010-018662-23

2011-2013

Integrinantibody EMD versus placebo in bone metastasized, chemonaive,  hormone refractory prostate cancer patients, phase II, EudraCT No  2010-021529-11

2011-2013

Tasquinimod versus placebo in bone metastasized, chemonaive, hormone refractory prostate cancer patients, phase III, EudraCT No  2010-021870-12

2011 - 2012

Docetaxel / Prednisone in combination with Lenalidomide versus placebo in firstline chemotherapy in hormone refractory prostate cancer, phase III, EudraCT No  2008-007969-23
2011 - 2013

MDV3100 in hormone in chemonaive hormone refractory prostate cancer, phase III, EudraCT No  2010-020821-41
2012-2013

Secondlinechemotherapy Cabazitaxel 20 versus 25 mg/m2 in patients having progressed after docetaxel treatment, PROSELICA, phase III, EudraCT No  2010-022163-35
2012 - 2013

Vaccination with RNAcitve versus placebo in chemonaive hormone refractory prostate cancer, phase IIb, EudraCT No  2011-006314-14
2012 - 2013

Dose titrating study of Pasireotide in chemonaive, metastasized hormone refractory prostate cancer, phase I, EudraCT No  2010-024399-25
2013-2014
Cabozantinib versus Prednison in metastatic hormonrefractory prostate cancer, COMET-1, phase III, EudraCT No  2012-001834-33
  
2013-2014
Enzalutamid versus Bicalutamid in metastatic hormonrefractory prostate cancer, TERRAIN, phase II, EudraCT No  2010-021868-15
2014- 2017
Abiraterone versus placebo in combination with LH-RH therapy in newly diagnosed high risk, hormone-naive prostate cancer patients, LATITUDE, phase II, EudraCT No  2012-002940-26

2014-2017
Abiraterone with different steroid regimens for preventing symptoms associated with mineralocorticoid excess in asymptomatic, chemotherapy-naive and metastatic CRPC, phase II, EudraCT No  2012-004331-23
2014-2016
Tasquinimod versus placebo as maintenance therapy in metastatic prostate cancer patients without progress after firstline docetaxel containing chemotherapy, phase II, EudraCT No  2012-001038-32
2014-2017
Randomized double-blind study with PROSTVAC-V/F +/- GM-CSF in men with asymptomatic or mildly symptomatic metastatic, castrate-resistant prostate cancer, phase III, EudraCT No  2010-021196-85

2014-
Randomized double-blind study with ARN-509 in men with non-metastatic castration - resistant prostate cancer, SPARTAN, phase III, EudraCT No  2012-004322-24
2014-2017
Open label study with enzalutamide in patients with hormone-refractory prostate cancer having progressed on abiraterone therapy, phase IV, EudraCT No 2013-002271-17 

2014-
Randomized double-blind study with DCVAC/PCa in men with metastatic hormonrefractory prostate cancer eligible for 1st line chemotherapy, SP005, phase III, EudraCT No  2012-002814-38

2015-
Continued enzalutamide in chemotherapy naive mHRPC patients treated with docetaxel / prednisone having progressed on enzalutamide alone, PRESIDE, phase IIIb, EudraCT No 2013-004711-50

2015-
Randomized cabazitaxel dose individualization and neutropenia prevention trial, CAINTA, phase II, EudraCT No 2013-005504-34

2015-
Radium-223 alpha emitter agent in non-intervention safety study in mCRPC population for long-term evaluation, phase IV, EurdraCT No 2013-002271-17

2015-
Randomized double-blind study with ODM-201 in patients with non-metastatic, castrate-resistent prostate cancer, phase III, EudraCT No 2013-003820-36

2015-
Randomized, intravesical Mistletoe Extract in Superficial Bladder Cancer: A Phase III Efficacy Study, TIM, EudraCT No 2013-003446-16

2015-2017
Single-arm, open-label, post marketing safety study to evaluate the risk of seizure among subjects with metastatic castration-resistant prostate cancer treated with enzalutamide who are at potnetial increased risk for seizure, phase IV, UPWARD, EudraCT No 2013-003022-92
2015-2016
Study to evaluate pharmakodynamic, pharmacokinetic and safety of Zoreline 10,8 mg subcutaneous Goserelin-implant (Novalon) in subjects with prostate cancer, phase III, EudraCT No 2013-000799-14
 2015-
Randomized double-blind study with JNJ-56021927 versus placebo in combination with Abiraterone in metastatic HPRC in chemotherapy-naive men, ACIS, phase III, EudraCT No 2014-001718-25
2016-
Randomized double-blind study with JNJ-56021927 plus androgen deprivation therapy (ADT) versus ADT in subjects with low volume metastatic, hormone sensitive prostate cancer, TITAN, phase III, EudraCT No 2015-000735-32

2016-
Randomized double-blind study with JNJ-56021927 plus androgen deprivation therapy (ADT) versus ADT in subjects with high risk or locally advanced prostate cancer receiving primary radiation therapy, ATLAS, phase III, EudraCT No 2015-003007-38
2016-
Clinical efficacy of abiraterone acetate while sparing LHRH-therapy in patients with castration-resistant prostate cancer progressing after chemotherapy, SPARE, AP 67/11,  phase II, EudraCT No 2012-005717-39
2016

Comparator study in men expressing androgen receptor splice variant-7 mRNA (AR-V7) and metastatic castrate resistant prostate cancer, ARMOR3-SV, phase III, EudraCT 2014-005079-10

2016-
Pembrolizumab (MK-3475) in subjects with mCRPC prviously treated with cheomtherapy, KEYNOTE-199, phase II, EudraCT: 2015-003644-40

2017-
Extension study for subjects with prostate cancer who previously participated in an Enzalutamide clinical study, Phase II, EudraCT No 2016-001694-32
2017-
Randomized study of ODM-201 in addition to standard androgen deprivation therapy and docetaxel in patients with metastatic hormone-sensitive prostate cancer, ARASENS, Phase III, EudraCT No 2015–002590–38
2017-

Randomized, open-label study of Cabazitaxel versus an androgen receptor (AR)-targeted agent (abiraterone or enzalutamide) in mCRPC patients previously treated with Docetaxel and who rapidly failed a prior AR-targeted agent, CARD, Phase IV, EudraCT No 2014-004676-29

2017-

Randomized double-blind, placebo-controlled study of enzalutamide in men with metastatic hormone-sensitive prostate cancer plus androgen deprivation therapy, ARCHES, Phase III, EudraCT No  2015-003869-28

2017-
Open-label, randomized study to assess te efficacy and safety of Olaparib versus Enzalutamide or Abiraterone Acetate in men with metastatic, castration-resistant prostate cancer who have failed prior treatment with a new hormonal agent and have homologous recombination repair gene mutations, PROFOUND, phase III, EudraCT No
2017-
Pembrolizumab (MK-3475) combination therapies in mCRPC, KEYNOTE-365, phase Ib-II, EudraCT No
Painful Pelvis Syndrome

2012-2013

Randomized double-blind study with ASP3652 in women with painful pelvis syndrome / interstitial cystitis, phase II, EudraCT No 2011-004555-39
2017-

Randomized study of 2 doses of AQX-1125 targeting the SHIP1 pathway in subjects with Interstitial Cystitis / Bladder Pain syndrome followed by a 40-week extension period

phase III, EudraCT No 2016-000906-12
2017-

Randomized, double-blind, placebo-controlled proof of concept study to investigate efficacy, safety, pharmacodynamics and pharmakokinetics of ASP6294 in the treatment of female subjects with bladder pain syndrome / interstitial cystitis, SERENITY, 6294-CL-0101, phase IIa, EudraCT No 2016-004138-12
Non-muscle invasive Bladder Cancer 

2015-

Randomized, intravesical Mistletoe Extract in Superficial Bladder Cancer: A Phase III Efficacy Study, TIM, EudraCT No 2013-003446-16

Metastatic Muscle Invasive Bladder Cancer

2012 - 2013

Adjuvant treatment with rec-MGAE - A3 + ASCI versus placebo in patients with advanced, non-metastatic urothelial cancer, phase II, EudraCT No  2010-024355-85
2012 - 2013

Hydrojet versus common TUR-B resection of superficial urothelial cancer, EudraCT No  

2017

Single-agent multicenter study to evaluate the efficacy and safety of INCB054828 in subjects with metastatic or unresectable urothelial carcinoma harboring FGF/FGFR alterations, phase II, EudraCT No 2016-001321-14

Renal Cell Carcinoma

2010 - 2013

Adjuvant treatment with Pazopanib versus placebo in advanced renal cell carcinoma, phase II, EudraCT No  2010-020965-26
2011 - 2012

Treatment with Sutent in combination with IMA902 in HLA-A2 positive patients in metastatic renal cell carcinoma, phase III, EudraCT No  2010-022459-45
2012 - 2014

Open-label study evaluating the sequential therapy with sorafenib followed by Pazopanib versus Pazopanib followed by Sorafenib, phase III. EudraCT No  2011-004396-36

2012 – 2014
Open randomized trial evaluating the sequential therapy with Bevacizumab, RAD001 and a tyrosine kinase inhibitor in first line clear cell metastatic renal cell carcinoma, phase II, EudraCT No  2011-005939-78

2012 – 2014

Second to forth line therapy in metastatic renal cell carcinoma with PD-1 antibody versus Everolimus at progression after first line tyrosine kinase inhibitor therapy, phase II, EudraCT No  2011-005132-26
2017

Double-blind, placebo-controlled trial of Pembrolizumab (MK-3475) as monotherapy in the adjuvant treatment of renal cell carcinoma post nephrectomy, KEYNOTE-564, phase III, EudraCT No 2016-004351-75

Testes Cancer

2007 - 2012

Comparison between 1 versus 2 cycles of PEB in high-risk non seminoma germ cell tumors, phase II, EudraCT No  

Incontinence

2010 - 2013

Safety and efficacy of Botox in patients with idiopathic urge incontinence, phase III, EudraCT No  

2010 - 2013

Urethral sphincter system in patients with grade III stress incontinence after radical prostatectomy or TUR-P, phase II, EudraCT No  
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