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ClinicalTrials.gov - Information on Clinical Trials and Human Research Studies: Trial List

&

§§ 1A% Linking patieats to medical research

A service of the U, S. Mational Instilules of Health Developed by the National Library of Medicine
Home | Search | Listings | Resources | Help } What's New | About

Search results for drug [TREATMENT] AND "United States" [LOCATION-COUNTRY] AND

randomized [ALL-FIELDS] AND ( "OTHER" OR "FED" OR "NIH" ) [FUNDED-BY] AND heart failure
[CONDITION] are shown below.

I Include
trials that are
no longer
recruiting
patients.

27 studies were found.

+. 01 Recruiting Statin Therapy in Heart Failure: Potential Mechanisms of Benefit
Condition: Heart Failure, Congestive

%* [] Recruiting Brain Natriuretic Peptide (BNP) to Preserve Renal Function in
Hospitalized Patients With Heart Failure

Conditions: Kidney Diseases; Congestive Heart Failure;
Cardiomyopathy

% L1 Recruiting Effects of Nesiritide in Pediatric Patients With Ventricular Failure
Conditions: Ventricular Dysfunction; Heart Decompensation

%‘ L1 Recruiting BOAT: Beta Blocker Uptitration With OptiVol After CRT.
Condition: Congestive Heart Failure

5. [ Recruiting A Thyroid Hormone Analog to Fight Heart Failure: Phase II Trial
(DITPA)

Condition: Congestive Heart Failure

6. L1 Recruiting Trial of Angiotensin Converting Enzyme Inhibition in Infants With
Single Ventricle--Pediatric Heart Network
Conditions: Heart Defects, Congenital; Heart Failure, Congestive

7. [ Recruiting IMMEDIATE Trial: Immediate Myocardial Metabolic Enhancement
During Initial Assessment and Treatment in Emergency Care Trial

Conditions: Angina, Unstable; Cardiovascular Diseases; Heart

Diseases; Coronary Disease; Myocardial Infarction; Heart Failure,
Congestive

8. L Recruiting Antidepressant Medication Treatment for Depression in Individuals
With Chronic Heart Failure

Conditions: Heart Failure, Congestive; Chronic Heart Failure;
Depression

http://clinicaltrials.gov/ct/search {1/3)2007/03/18 0:43:05
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9. L Recruiting Aldosterone Antagonism in Diastolic Heart Failure
Conditions: Congestive Heart Failure; Diastole

10. T Recruiting Intravenous Allopurinol in Heart Failure
Condition: Congestive Heart Failure

+ [ Recruiting Cardiac Hormone Replacement With Brain Natriuretic Peptide (BNP)
in Heart Failure
Conditions: Congestive Heart Failure; Cardiomyopathy

12. [ Recruiting To Determine if Subcutaneous Injection of Human BNP, Natrecor
(Nesiritide), a Hormone Produced by the Heart, Will Improve Kidney
and Hormonal Function of People With Abnormal Function of Their
Heart.

Condition: Congestive Heart Failure

13. L1 Recruiting Study to Determine if Human BNP (Nesiritide) Will Help Heart,
Kidney, and Hormonal Functions in Persons With Lower Heart
Pumping Function
Condition: Congestive Heart Failure

Recruiting Intravenous Allopurinol to Improve Heart Function in Individuals
With Dilated Cardiomyopathy
Conditions: Cardiovascular Diseases; Cardiomyopathy, Dilated; Heart
Diseases; Heart Failure, Congestive

15. [ Recruiting PIE 1I: Pharmacological Intervention in the Elderly II
Conditions: Diastolic Heart Failure; Heart Failure, Congestive

16. L1 Recruiting Aldosterone Antagonist Therapy for Adults With Heart Failure and
Preserved Systolic Function
Conditions: Cardiovascular Diseases; Heart Diseases; Heart Failure,
Congestive

+7. L1 Recruiting To Define in Human Preclinical Diastolic Dysfunction (PDD) the
Actions of Chronic Administration of SO BNP on the Left Ventricular,

Renal and Humoral Function and on the Integrated Response to
Acute Sodium Loading
Condition: Heart Failure

Recruiting Nesiritide Infusion for the Treatment of Decompensated Heart
Failure and Renal Dysfunction
Conditions: Congestive Heart Failure; Renal Insufficiency

19. L1 Recruiting Study of Sildenafil in Advanced Heart Failure.
Condition: Congestive Heart Failure

http://clinicaltrials.gov/ct/search (2/3)2007/03/18 0:43:05
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20. [ Recruiting Comparison of Surgical and Medical Treatment for Congestive Heart

Failure and Coronary Artery Disease

Conditions: Cardiovascular Diseases; Coronary Disease; Heart
Failure, Congestive; Heart Diseases

2+ [ Recruiting Renal Effects of Intrarenal Nesiritide
Condition: Heart Failure, Congestive

22. L1 Recruiting PREDICT: Eplerenone in Reversing Endothelial and Diastolic
Dysfunction and Improving Collagen Turnover in Diastolic Heart

Failure
Condition; Diastolic Heart Failure

23. L1 Recruiting A Fish Oil Supplement to Maintain Body Weight in Patients With
Disease-Related Weight Loss

Conditions: Cancer; Cancer Cachexia; Chronic Obstructive
Pulmonary Disease; Chronic Heart Failure; Rheumatoid Arthritis

Zé [ Recruiting Warfarin Versus Aspirin in Reduced Cardiac Ejection Fraction
(WARCEF) Trial

Conditions: Heart Disease; Stroke; Ischemic Heart Disease;
Myocardial Infarction; Atrial Fibrillation

25. LI Recruiting Evaluating a Low-Literacy Discharge Medication Education Tool
Conditions: Congestive Heart Failure; Coronary Artery Disease

26. L1 Notyet  Anemia in Heart Failure With a Normal Ejection Fraction (HFNEF)
recruiting Condition: Anemia

Recruiting HERQIC (Heparin Requirement in Counterpulsation)
Condition: Cardiogenic Shock

UU.S. National Library of Medicine, Contact NLM Customer Service
National Institutes of Health, Department of Health & Human Services, USA.cov
Copvright, Privacy, Accessibility, Freedom of Information Act

http://clinicaltrials.gov/ct/search (3/3)2007/03/18 0:43:05
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G. WFfase:

1 FCEE

Al B - FEH OB -HTNIESL - Martin Keller -
BrEFHraes - BB 6(2006). KO OFEERS L
L7 78 R5BT v ¥ MMetpEPIERRICE
AWM T —FE=F ) TEBEOER. BIK
FEPRIEEE 9, 1641-1646.

2. BRER

Hamasaki T.! Professional and continuing

education for biostatisticians in Japan' An
DIA  Third
Multi-track Workshop in Japan, Shinagawa,
Tokyo, October 5-6. 2006.

academic perspective. The
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- BURMMEE 9 1641-1646, 2005
=P8 3
7Y

KIOWENHE LTI RWBS v ¥ Abigiwd ik 5Bk
BiFsiF—y =y vy 7EES (IDMC) OER

Ay 'R A S o o 1 o A
Martin Keller® 5% HAIEEY | & £ 5%

PRI CNETEATRIPHUEHBE LAEERBISWT, 79I L2858
DEBERECHE L EBRRIHT 680 2EEM S, 75 &ld fife s
R THEEBEI RSN TE L, XRGBIHEHROERICLE L, ARONHHERY
FRHEHHE LEBRRBORBIEEL 2L 228, SERECREHTRESLT
Wi COLFLWRENL E, BRALo L= VY ARBEEHO seriraline  hydro-
chloride DEURBEATIX, 7o LHFENES N3 28BFEH LTSS E 3TN 2E
BBy Sul L, »doBSREIGYLTHRARBFF L v L LT 5l
Moo » S MMLiib ERBERE L. 4, BRECHT GBS BIUTIE
BEL, 8Brooni7T— s ionTHRIEERE LA SRNMc et L R
Blahiz, BUF~ VB Yy YHERE (DMO) 2GR LA. +o85, REMm
B, SHODMCESELMMLAY, WTFhLo2BERvTh, HHMEL ishkg
SnkEd, FERE, ARBEOREIHRIIowT, RBHEEL CERE0RSE
AERENZS LR, JEBEETAII LERb ol

BOERIRTERIE 9:1640-1646,2006

Hey words : serivaline, major depressive disorder, placebe, IDMC, vandomized withdrawal
study

B THEERNLBENDY, 75 eHEHR

1. BEHLUBE E L TR I B R BV e I E R

BHWEBENTE:. —7, SEIRBTEES

CcHETOFRBIIBIIAI2ECHRELE CODTIeFeEE LBERBRIEEENRT
R (BB T, 7o LREEHTAIEIE wa,

IZBBROBBEOHKEERIZLH L LER B, FRIRBWTH, HENEECRRLE

20065:6 B 1 BER

Use of Independent Data Monitoring Committee for protocol entitled “double~blind, placebo~controlled, randomized withdrawal study
to evaluate the acute efficacy of sertraline in depression”.

DREBHEREAFREZHERARDERBLNBYBESSS (T060-2638 JLETLGHRELISRE 7 TH)

Teukasa Koyama : Depariment of Psychiatry, Hokkaido University Graduate School of Medicine. North15 West?, Hita-ku, Sapporo,
Hokkaido, 0808638, Japan,

PR & T V- 7ihiBit ¥ #— Hiide Yoshino ; Center for Clinieal trial, Tokushu~kai.

DARRBRPREHREETHR L & - EHEELEMA  Masahiro Takeuchi : Center for Clinical Pharmacy and Clinical Science, Ki-
tasato University Graduate School.

4) Martin Keller | Department of Psychiatry and Human Behavior, Brown University Schoal of Medicine,

8) 77 4 ¥—iER &t Ichiro Arano : Plizer Global R & D, Tokyo Lahorateries.

SV AR ALAZREE SRR E NG SRR FEUE  Toshimitsu Hamasald : Depariment of Biomedical Statistics, Osaka Uni-
versity Graduate School of Medicine,

BURCHIHEA Vol 9 No.8 2006 1641 (133)
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&, 77 4F—BREHN, WHIOETHL
seriraline hydrochloride D EEBRFHO—ZE L
T, IO EMEIT T A EHBE LATH
ERLEERBERBICBWCER LAY BRE
i LIROBE R ER A0, BRERFYA ¥
¥ LT, ICH (International Conference on Har-
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abstract

Use of Independent Data Monitoring Committee for protocel entitled

“double-blind, placebo-controlled, randomized withdrawal study
to evalnate the acute efficacy of sertraline in depression™

Tsukasa Koyama®, Hiide Yoshino®, Masahiro Takeuchi®,
Martin Keller”?, Ichiro Arano®, and Toshimitsu Hamasaki®

In the clinical studies in depression that have been conducted in the past in Japan, because
the disease iself carsies the risk of suicide, and concems that the use of placebo could in-
crease this risk, placebos have not been used ; instead, clinical studies involving comparisons
versus standard drugs have been conducted. Although recent research indicates that it re-
mains difficult to conduct placebo-controlied clinical studies in the Geld of psychiatry in Japan,
we believe that they can be conducted under certain conditions. In light of this situation, in or-
der 1o ensure that depressed paticnts recelving placebosina clinical study of sertraline hydro-
chloride were not exposed to URRECESSAY OF unjustifiable risks, weused a randomized with-
drawal study design, and had 2n independent data monitering committee regularly review the
data obiained from the study under a blind in order to minimize the risks to the subjects. Five
IDMC meetings were held during the term of the study, none of which found any signs that
the risk of suicide had been increased in either of the treatment groups for any of the suicide-
related events about which there had been cancerns had been, ner were any discontinuations
recommended.
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