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At any given time, between 600 and 800 active clinical trials are taking place at Ochsner Clinic and Ochsner

Foundation Hospital.  A selected few are listed here.  If you have patients meeting the listed criteria for a

given trial, please call the contact numbers for more information on enrollment.  For more information about

Ochsner’s research programs, please call Ochsner Research Administration at 504 842-3265.

Ongoing Clinical Protocols at Ochsner

Cardiac Decompression in Chronic Heart

Failure

Sponsor: CardioDynamics International Corp.

Contact: Mandeep Mehra, MD        504 842-5630

Bobette Harris, RN                        504 842-1134

Title:

Prospective evaluation and identification of cardiac

decompression in patients with heart failure by impedance

cardiography test (The PREDICT Study).

Study Design/Objective:

Serial measurements of thoracic electrical bioimpedance will be

performed blindly at regularly scheduled intervals in 400 patients

with CHF who are at high risk for clinical deterioration. TEB data

will be collected at the start of the study and at 2-week intervals for

26 weeks. All patients will be managed according to the judgement

of the physicians and other health care professionals responsible for

the patient’s care who will not be aware of the TEB data. Analyses

will be carried out to determine if changes in specific TEB variables

reliably predict the development of worsening heart failure.

Inclusion Criteria:

• Over 18 years of age

• NYHA class II-IV heart failure for at least 12 months due to

cardiomyopathy

Exclusion Criteria:

• Height <47 inches or >91 inches

• Weight <66 lbs or >342 lbs

• Heart failure due to myocarditis, cor pulmonale, congenital heart

disease, constrictive pericarditis

• Hypertrophic, restrictive, or obstructive cardiomyopathy

Breast Cancer (Early Stage)

Sponsor: National Surgical Adjuvant Breast and

Bowel Project (NSABP)

Contact: Carl G. Kardinal, MD        504 842-3708

Gary Lagasse, MSHCM                  504 842-3708

Title:

NSABP B-34: A clinical trial comparing adjuvant clondronate

therapy vs. placebo in early-stage breast cancer patients

receiving systemic chemotherapy and/or tamoxifen or no

therapy.

Study Design/Objective:
This phase II, prospective, randomized, double-blind, placebo-

controlled trial will evaluate the value of clondronate therapy for

early stage breast cancer.  The primary objective is to determine

whether 1600mg/d of clondronate administered for 3 years, either

alone or in addition to adjuvant chemotherapy and/or hormonal

therapy, will improve disease-free survival.  This study will also

evaluate whether adjuvant clondronate results in a reduction in the

incidence of skeletal metastasis, skeletal-related morbidity, or

nonskeletal metastases, and an improvement in relapse-free survival

and overall survival.

Inclusion Criteria:

Total mastectomy or lumpectomy with axillary dissection (or sentinal

node biopsy if participating in NSABP B-32).

Exclusion Criteria:

Has initiated chemotherapy or radiation therapy and has taken

tamoxifen for more than 4 weeks before randomization.
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Chronic Hepatitis B

Sponsor: Gilead Sciences

Contact: Robert Perrillo, MD     504 842-4893

Cheryl Denham, RN     504 842-4895

Title:

Randomized, stratified double-blind multicenter study of the

safety and efficacy of 52 weeks treatment with adefovir

dipivoxil and lamivudine for patients with chronic hepatitis

B who have developed hepatitis B virus variants and evidence

of reduced therapeutic response to lamivudine.

Inclusion Criteria:

Chronic hepatitis B patients who are lamivudine resistant;

HBeAg (+); HBV DNA (+)

This study enrolls 2 populations:

• Population 1: Clinically stable patients with compensated

chronic hepatitis B

• Population 2: Patients with decompensated cirrhosis

Chronic Hepatitis B

Sponsor: Gilead Sciences

Contact: Robert Perrillo, MD    504 842-4893

Cheryl Denham, RN    504 842-4895

Title:

Randomized, open label multicenter study of a 10 mg daily

dose of adefovir dipivoxil in combination with alpha

interferon.

Adefovir has been proven effective against wild type and

lamivudine resistant HBV.

Inclusion Criteria:

Chronic hepatitis B; treatment naïve; HBeAg (+); HBV DNA (+)

Chemotherapy-Induced Fever & Neutropenia

Sponsor: Pediatric Oncology Group

Contact: Rafael S. Ducos, MD    504 842-5230

Marshall S. Schorin, MD

Title:

POG AS973: Randomized comparison between antibiotics

alone and antibiotics plus granulocyte-colony-stimulating

factor (G-CSF) in pediatric patients with chemotherapy-

induced febrile neutropenia.

Study Design:

A prospective, randomized, multicenter study. Children with

chemotherapy-induced fever and neutropenia will be randomly

assigned to receive G-CSF or no G-CSF with standard empiric

antibiotic therapy.  Endpoints will be time to resolution of

neutropenia and fever and length of hospitalization.

Inclusion Criteria:

Children 1-18 years of age on chemotherapy who present with fever

(temperature > 38.3° C) and neutropenia (Absolute Neutrophil

Count <500/ml).

Exclusion Criteria:

Children with acute myelogenous leukemia or myelodysplastic

syndrome.

Cervical Cancer

Sponsor: Gynecologic Oncology Group

Contact: Richard Kline, MD        504 842-3708

Gary Lagasse, MSHCM        504 842-3708

Title:

Evaluation of gemcitabine in persistent or recurrent non-

squamous cell carcinoma of the cervix.

Objective:

• Estimate the antitumor activity of gemcitabine in patients with

persistent or recurrent non-squamous cell carcinoma of the

cervix who have failed on higher priority treatment protocols

• Determine the nature and degree of toxicity of gemcitabine in

this cohort of patients

Inclusion Criteria:

• Histologically persistent or recurrent non-squamous cell

carcinoma of the cervix with documented disease progression

(adenocarcinoma, adenosquamous carcinoma, or

undifferentiated carcinoma)

• Measureable disease, defined as lesions in at least two

dimensions by physical examination or medical imaging

• Must have failed local therapeutic measures and be considered

incurable

Exclusion Criteria:

• Prior gemcitabine therapy

• More than one previous chemotherapy regimen (single or

combination cytotoxic drug therapy)
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Claudication / Critical Leg Ischemia

Sponsor: Dupont Pharmaceuticals

Contact: Samuel R. Money, MD

W. Charles Sternbergh, III, MD

Frances J. Kazmier, MD

John C. Bowen, MD

Becky Himel, RN,         504 842-4070

   Research Study Coordinator
Title:

Placebo controlled study to evaluate roxifiban (GP IIb/IIIa

inhibitor) in the prevention of ischemic events in subjects

with moderate to severe peripheral arterial disease. ( Also

offers claudication substudy)

Study Design:

Multicenter study that involves treating and following patients for a

minimum of 1.5 years.  All subjects will receive 81mg daily of ASA

with either Roxifiban or placebo.

Inclusion Criteria:

• Stable moderate to severe PAD with a current ABI < 0.60 or

TBI < 0.40 in one leg, or a previous revascularization or

amputation for an ABI <  0.60 or TBI < 0.40 (with chart

documentation).

Exclusion Criteria:

• At increased risk of bleeding as evidenced by a platelet disorder,

history of or current thrombocytopenia, GI bleed within last

year, peptic ulcer within last 6 months, current warfarin use or

need for anticoagulant therapy, use of plavix or LMWH

• Intolerance of ASA

• Renal insufficiency

Chronic Renal Insufficiency

Sponsor: Amgen, Inc.

Contact: Jill Lindberg, MD

Melissa Palmer,       504 842-6526

     Research Study Coordinator

Title:

Pilot study on the impact of anemia correction on left

ventricular hypertrophy (LVH) in subjects with chronic renal

insufficiency (CRI) without symptomatic heart disease

treated with novel erythrpoiesis-stimulating protein.

Objectives:

To assess the safety of chronic NESP therapy in subjects with CRI.

The primary objective of this multicenter, open-label, single-arm,

phase II study is to determine the impact of anemia correction to a

target hemoglobin of 13.0 + 1.0 g/dL on left ventricular mass index

(LVMI) in subjects with CRI treated with NESP.  Secondary objective

is to determine the impact of anemia correction to a target

hemoglobin of 13.0 + 1.0 g/dL on left ventricular end diastolic

diameter (LVEDD) in subjects with CRI treated with NESP.

Inclusion Criteria:

• CRI patients between 18 and 65 years old not expected to initiate

dialysis for 36 weeks after the planned first dose of study drug

• Documented LVH by EKG (confirmed at screening)

• Creatinine clearance <40 mL/min

• Mean hemoglobin <10 g/dL on two consecutive occasions

• t-sat 20%-50%

• Normal serum vitamin B12 and folate levels

Exclusion Criteria:

• Uncontrolled hypertension

• Documented ischemic heart disease, congestive heart failure,

or systemic hematologic disease, or known positive HIV antibody

or hepatitis B surface antigen

• r-HuEPO therapy within 12 weeks before informed consent

• Clinical evidence of severe hyperparathyroidism, current

systemic infection, or active inflammatory disease

• ALT or AST more than double the upper limit of normal range
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Hypothermia for Neuroprotection Following

Cardiac Arrest

Sponsor: Alsius Corporation
Contact: Robert A. Felberg, MD   504 842-3980

Aura Cole   504 842-3980

Title:

A prospective multicenter pilot study to evaluate the
feasibility and safety of the Coolguard System with the ICY
catheter following cardiac arrest.

Objective:
At present, no treatment exists for the brain damage that occurs following
global anoxia.  This pilot trial addresses the safety and feasibility of
moderate induced hypothermia (32.5° C) for neuroprotection following
cardiac arrest.  The ICY catheter is inserted into the femoral vein and is
capable of inducing and maintaining hypothermia.

Inclusion Criteria::
• Documented cardiac arrest, comatose upon presentation
• Return of spontaneous circulation with 60 minutes of Advanced

Cardiac Life Saving
• Enrollment within 90 minutes of Advanced Cardiac Life Saving

Exclusion Criteria:

• Hemodynamically unstable
• Known sepsis or  bleeding diathesis

Hypothermia for Acute Myocardial Infarction

Sponsor: Radiant Medical, Inc

Contact: J. Stephen Jenkins, MD   504 842-3786

Dolores Street   504 842-5071

Title:

Hypothermia as an adjunctive therapy to percutaneous

intervention in patients with acute myocardial infarction.

Study Design:

Multicenter, prospective, randomized feasibility study consisting

of up to 40 patients at up to 10 clinical centers.

Objective:

To evaluate the safety and feasibility of induced hypothermia using

the Radiant Medical SetPointTM System as an adjunctive therapy to

primary angioplasty in patients with acute myocardial infarction

when compared with PTCA, with or without stenting.

Deep Venous Thrombosis

Sponsor: Astra-Zeneca Pharmaceuticals

Contact: Samuel R. Money, MD

Steven B. Deitelzweig, MD

Becky Himel, RN,                        504 842-4070

    Research Study Coordinator

Title:

A double-blind study comparing the oral thrombin inhibitor

H 376/95 versus enoxaparin and warfarin in patients with

symptomatic dots with or without pulmonary embolism.

Inclusion Criteria:

• Acute symptomatic objectively confirmed lower extremity DVT

with or without PE, with onset of signs or symptoms within the

previous two weeks prior to enrollment.

• A planned treatment for at least 6 months at a target therapeutic

INR of 2.0-3.0.

Exclusion Criteria

• Conditions associated with increased risk of bleeding

• Hemodynamic instability for patients with a PE

• Vena cava filters

• Renal insufficiency with a creatinine clearance < 30ml/min

• Liver disease

Inclusion Criteria::
• At least 18 years of age eligible for PTCA
• Symptoms consistent with acute MI lasting >30 min but <6 h

and unresponsive to nitroglycerin
• ST segment elevation of >1 mm in two or more contiguous

leads

Exclusion Criteria:
• Previous MI (within 1 month) with thrombolytic treatment
• Cardiogenic shock in the absence of brachycardia or other

correctable causes
• Known hypersensitivity to hypothermia (including Raynaud’s),

contrast media (that cannot be adequately pre-medicated),
buspirone hydrochloride, or meperidine

• Hypersensitivity or contraindication to aspirin, heparin
• Currently taking MAO inhibtor
• History of bleeding diathesis, coagulopathy, renal insufficiency,

untreated hypothyroidism, Addison’s Disease, benign prostate
hypertrophy or urethral stricture
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Liver Transplantation

Sponsor: Glaxo-Wellcome

Contact: Robert Perrillo, MD     504 842-4893

Debbie Dick, RN                         504-842-4425

Cheryl Denham, RN     504 842-4895

Title:
A randomized, placebo-controlled trial of lamivudine
therapy for treatment naïve patients with HBV-
induced cirrhosis listed for liver transplantation as
UNOS status 3.

Study Design:
Patients will be randomized to receive Epivir HBVTM

or placebo. Upon reaching UNOS status 2B, patients
will be given open-label Epivir HBVTM.

Inclusion Criteria:
• Decompensated cirrhosis due to HBV
• UNOS status 3
• Treatment naïve
• HBV DNA negative or positive

Exclusion Criteria:
• Patients in imminent need of transplant

Liver Transplantation

Sponsor: National Institutes of Health

Contact: Robert Perrillo, MD    504 842-4893

James Eason, MD    504-842-5763

Debbie Dick, RN    504-842-4425

Cheryl Denham, RN    504 842-4895

Title:

Randomized, controlled trial of lamivudine and short-term

HBIg vs. lamivudine and long-term HBIg in prevention of

recurrent hepatitis B post-liver transplantation.

Study Design:

Patients will be randomized to receive either a combination of

lamivudine and HBIg for 3 years or lamivudine for 3 years plus short-

term HBIg (6 months or less).

Inclusion Criteria:

• Decompensated cirrhosis due to HBV

• Transplant eligible

Ischemic Wounds

Sponsor: Connetics Corporation

Contact: Samuel R. Money, MD

W. Charles Sternbergh, III, MD

Frances J. Kazmier, MD

John C. Bowen, MD

Becky Himel, RN,         504 842-4070

     Research Study Coordinator

Title:

Study of recombinant human relaxin therapy in patients with

peripheral arterial disease.

Inclusion Criteria:

Subjects with peripheral arterial disease who have recently

undergone surgical revascularization of a lower extremity and who

have at least one of the following:

•  An unhealed ischemic wound in the same lower extremity

•  An unhealed operative wound

•  An unhealed ischemic wound or operative wound and

     neurotrophic or venous stasis wound(s)

Exclusion Criteria:

• Subjects with proliferative diabetic retinopathy

• Diabetics with macular edema, macular degeneration or

cataracts

• History of GI bleeding or peptic ulcer in the last 6 months

• Subjects needing chronic dialysis
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Ovarian Cancer

Sponsor: Gynecologic Oncology Group
Contact: Richard Kline, MD         504 842-3708

Gary Lagasse, MSHCM         504-842-3708
Title:

GOG #0187: Phase II study of paclitaxel for ovarian stromal

tumors as first-line or second-line therapy.

Objectives:

• Estimate the probability of clinical response and toxicity of
paclitaxel as first-line or second-line chemotherapy in measurable
disease patients with malignant tumors of the ovarian stroma

• Evaluate the value of inhibin for predicting response to therapy
with paclitaxel

Inclusion Criteria:

• Histologically confirmed ovarian stromal tumor (granulosa cell,
granulosa cell-theca cell, Sertoli-Leydig cell, androblastoma,
gynandroblastoma, unclassified sex cord stromal, sex cord with
annular tubules)

• Previously untreated disease diagnosed within 8 weeks prior to
study entry or recurrent stromal tumor with no more than one
prior chemotherapy regimen

Exclusion Criteria:

• GOG performance grade 3 or 4
• Prior invasive malignancy (except nonmelanoma skin cancer)

with evidence of disease within the last 5 years or prior treatment
that contraindicates the current protocol

• Amenable to cure by surgery

Lung Transplantation

Sponsor: SangStat Medical Corporation

Contact: Vincent Valentine, MD 504 842-4922

Jackie Fearon, RN 504 842-6118

Title:

Induction immunosuppression in lung transplantation: a

randomized, prospective, double blind controlled trial with

Thymoglobulin versus Atgam.

Study Design:

Standard lung transplant protocols are followed, but the patient is
randomized to either Thymoglobulin or Atgam on a 1:1 basis. The
duration of the trial is 48 months.  Patients are observed for the
development of bronchiolitis obliterans syndrome at 6, 12 and 24
months. They are also monitored for acute rejection episodes,
infections, and CMV incidence. Need for cardiopulmonary bypass,
intubation time, ICU length of stay and hospital length of stay are
assessed. Cost effectiveness and quality of life evaluations are made.

Inclusion Criteria:

Patients with a diagnosis of IPF, emphysema or cystic fibrosis and
who are listed for lung transplantation at our center

Exclusion Criteria:

Any other diagnosis, or anyone expected to have a heart-lung
transplant

Lung Transplantation

Sponsor: SangStat Medical Corporation

Contact: Vincent Valentine, MD                  504 842-4922

Jackie Fearon, RN                        504 842-6118

Title:

A randomized, controlled study of Celsior cold storage

solution for flushing and hypothermic storage of donor lungs

prior to pulmonary transplantation.

Study Objective:

This study compares the safety and efficacy of Celsior to Viaspan for

flushing and storing donor lungs prior to transplantation. Survival

will be evaluated at Days 7 and 30 post-transplant, along with the

time to successful extubation.  Histological assessment of pulmonary

graft by biopsy will be obtained at Day 14-21 post-transplant. Chest

roentgenogram evaluations will be made for evidence of diffuse

alveolar damage. Need for cardiopulmonary bypass, ECMO, or

inhaled nitric oxide therapy will be assessed.

Inclusion Criteria:

• Patient is a recipient of a primary single or bilateral lung

transplant from a cadaveric donor

• Must be between 16 and 65 years of age

• Must practice reliable contraception for the duration of the study

Exclusion Criteria:

• Patient has received a prior pulmonary or non-pulmonary

allograft

• Planned concurrent operation, e.g. coronary artery bypass

• Ventilator dependent at the time of transplantation

• Patient has acute sepsis or cystic fibrosis with pan resistant

organisms

• There is evidence of  active HIV, HBV or HCV infection

• Patients with primary pulmonary hypertension

• History of malignancy

• Positive pregnancy test
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Vulvar Cancer

Sponsor: Gynecologic Oncology Group

Contact: Richard Kline, MD 504 842-3708

Gary Lagasse, MSHCM 504-842-3708

Title:

GOG #0185: Phase III randomized study of adjuvant

radiation treatment vs. radiation and chemotherapy

(cisplatin) in patients with vulvar cancer and involved nodes.

Objectives:

• Assess whether the addition of concurrent chemotherapy to

inguino/femoral and pelvic nodal irradiation improves

recurrence-free interval and survival in patients with carcinoma

of the vulva with positive inguino/femoral lymph nodes

• Assess the toxicity of concurrent chemotherapy and inguino/

femoral and pelvic nodal irradiation in patients with carcinoma

of the vulva with positive inguino/femoral lymph nodes

Inclusion Criteria:

• Primary histologically confirmed squamous cell carcinoma of

the vulva stages I-III amenable to curative treatment with

surgery, radiation, or both

• Must have one or more positive inguinal and/or femoral lymph

nodes

Exclusion Criteria:

• Inoperable (fixed or ulcerating) groin nodes

• Metastatic disease

• Any prior chemotherapy or radiation therapy

Postmenopausal Osteoporosis

Sponsor: NPS Allelix Corporation

Contact: Alan Burshell, MD        504 842-4023

Marilyn Carleton, MSW, CCRC     504 842-2811

Title:

An 18-month, double-blind, placebo-controlled, phase III trial

with a 12-month interim analysis of the effect of recombinant

human parathyroid hormone (ALX1-11) on fracture incidence

in women with postmenopausal osteoporosis.

Objective:

Evaluate the incidence of vertebral fractures in postmenopausal

osteoporotic women receiving ALX1-11 supplemented with calcium

and vitamin D compared with those receiving placebo supplemented

with calcium and vitamin D.

Study Design:

Postmenopausal women with osteoporosis will be randomized in a

double-blind, parallel-group fashion to ALX1-11 administered

subcutaneously at 100 ug per day or placebo for 18 months.  The

study will involve about nine scheduled clinic visits.

Inclusion/Exclusion:

• Female 55 years or older with a fracture (not caused by disease
or excessive trauma and not involving face, scalp, finger and or
toes) and low bone mineral density, or lower bone mineral
density without fracture

• Female 45-54 years with a fracture (not caused by disease or
excessive trauma and not involving face, scalp, finger and/or
toes) and low bone mineral density or lower bone mineral
density without fracture

• Postmenopausal at least 1 year since last menstruation
• Willing to self-administer a daily injection or have a designated

person who will give injections of the study medication
• Fairly healthy with no history of or current bone cancer, no

other cancer within the past 5 years, and no significant kidney,
gastrointestinal, liver, musculoskeletal, vascular, lung, or serious
heart diseases or HIV

• Cannot have received any of the following medications at any
time:  PTH, flouride, strontium, phenytoin or Fosamax for 12
months or longer (some limited use of Fosamax may be
acceptable) Some medications, such as calcitonin/miacalcin,

raloxifene (Evista), steroids & some others, would have to be

discontinued 4 weeks before screening for the study.  Those on

estrogen can participate in the screening bone scans & x-rays

while continuing medication, but if eligible for continuing

screen for the study, would need to discontinue estrogen

• Must be able to tolerate calcium and vitamin D supplements.

All women who complete the study will be offered the opportunity

to receive additional months of study medication.  All study visits,

procedures, medication, and parking are provided free of charge.


