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CLINICAL RESEARCH EXPERIENCE

Dyslipidemia and Atherosclerosis

Principal Investigator:

A comparative study of xxx XL with xxx in patients with hypercholesterolemia, Health Research Management/Aura Laboratories (Protocol 146-010), Aug99.

An open-label, multinational, multicenter, extension trial to assess the long-term safety and efficacy of xxx in subjects in the xxx clinical trial program, Zeneca Pharmaceuticals (Protocol 4522IL/0034), Jul99.

A dose response, safety and efficacy study of xxx  in adult patients with hypercholesterolemia, Health Research Management/Aura Laboratories (Protocol 146-009), Oct99.

An extended safety, efficacy and tolerability study of xxx in patients with hypercholesterolemia, Health Research Management/Aura Laboratories (Protocol 146-011), Dec99.

A Phase III, Double-Blind Efficacy and Safety Study of One Dose of xxx (x mg) Compared to Placebo in Subjects with Primary Hypercholesterolemia (Protocol P00476), Schering Plough, Mar00.

A phase III double-blind efficacy and safety study of xxx (x mg) in addition to xxx compared to placebo in subjects with primary hypercholesterolemia, Schering Plough (Protocol P00692), Mar00.

Long-term, safety and tolerability study of xxx or placebo in addition to xxx in subjects with primary hypercholesterolemia, Schering Plough (Protocol PO2154), Jan01.

A 6 week, open-label, dose-comparison study to evaluate the safety and efficacy of xxx versus xxx, xxx, xxx, and xxx in subjects with hypercholesterolemia (Protocol ZD4522IL/0065), Parexel/AstraZeneca, Feb01.

A multicenter, double-blind, randomized, placebo-controlled, “Factorial” Design, 12 week study to evaluate the efficacy of xxx x mg/day coadministered with multiple doses of  xxx in patients with primary hypercholesterolemia and Extension (Protocol 005), MSP Singapore Co. LLC c/o Merck & Co., Feb01.

A 16-week, open label investigation of drug response to xxx in relationship to gene variants (xxx Markers) in adult subjects with primary hypercholesterolemia (Protocol GNSC-003-02-HC), Ingenix/Genaissance, Sep01.

An Open-label, Randomized, Multi-center, Phase IIIb, Parallel Group Switching Study to Compare the Efficacy and Safety of Lipid Lowering Agents xxx and xxx with xxx in High Risk Subjects with Type IIa and IIb Hypercholesterolemia (Protocol 4522IL/0068), ICON/Astra Zeneca, Sep01.

A Randomized, Double-Blind, Placebo-Controlled Study of the Efficacy and Safety of xxx Tablets in Patients with Primary Hypercholesterolemia (Protocol 505-201), PPD Development/Sankyo Pharmaceuticals, Jan02.

A 6-week, Randomized, Open-Label, Comparative Study to Evaluate the Efficacy and Safety of xxx and xxx in the Treatment of Hypercholesterolemia in African American Subjects (Protocol 4522US/0002), Medpace/Astra Zeneca, Feb02.

A Multicenter, Double-Blind, Randomized, Parallel Group, 28-week Study to Evaluate the Efficacy and Safety of xxx and xxx Co-administration Versus xxx in Patients with Hypercholesterolemia (Protocol 025), MSP Singapore c/o Merck, Mar02.

A 48-Week Open-Label, Non-Comparative, Multicentre, Phase IIIb Study To Evaluate The Efficacy and Safety of the Lipid-Regulating Agent xxx in the Treatment of Subjects with Fredrickson Type IIa and Type IIb Dyslipidaemia, Including Heterozygous Familial Hypercholesterolaemia (Protocol 4522IL/0091), ICON/Astra Zeneca, Mar02.

A 6-Week Open-Label, Randomised, Multicentre, Phase IIIb, Parallel-group Study, Which Describes the Renal Effects of the Lipid-Regulating Agents xxx and xxx in the Treatment of Subjects with Fredrickson Type IIa and Type IIb Dyslipidaemia, Including Heterozygous Familial Hypercholesterolaemia, ICON/AstraZeneca (Protocol 4522IL/0099), Sep02.

A Phase II, Double-Blind, Randomized Placebo-controlled Parallel Group Study, Evaluating the Efficacy and Safety of Three Doses of xxx Combined with xxx over a 12-week period in Patients with Low or Average HDL-C Levels, Hoffmann La Roche (Protocol NC18589), Apr05.

A Multicenter, Randomized, Double-Blind Study to Evaluate the Lipid-Altering Efficacy and Safety of the xxx Combination Tablet versus xxx in Patients with Primary Hypercholesterolemia, Merck (Protocol 058), May04.

A Multicenter, Randomized, Double-Blind, Prospective Study Comparing the Safety and Efficacy of xxx Combination Therapy to xxx and xxx Monotherapy in Subjects with Mixed Dyslipidemia, Abbott/Covance (Protocol M05-750), Feb06.

A Multicenter, ,Randomized, Double-Blind, Parallel Group, 12 Week Study to Evaluate the Efficacy and Safety of xxx Versus xxx in Patients with Mixed Hyperlipidemia, Merck (Protocol 024/DPA579), Mar06.

A Randomized, Double-Blind, Active-Controlled, Parallel Group Study to Evaluate the Safety and Efficacy of the Combination xxx and xxx vs. Monotherapy in Subjects with Moderate Hypercholesterolemia, Aegerion/Pharmanet (Protocol AEGR-733), Mar06.

Sub-Investigator:

A Multi-Center, Randomized, Double-Blind, Placebo-Controlled Study to Compare the Efficacy and Safety of xxx x mg and x 8mg Versus Placebo Once Daily in the Treatment of Patients with Hypertriglyceridemia, Bayer.

A Randomized, Double-Blind, Parallel Group Evaluation of xxx x MG Compared to xxx x MG and Placebo/xxx x MG Once Daily in Patients with Hypercholesterolemia, Bayer.

A Double-Blind, Randomized Study of the Effects of a Modified Release Formulation of xxx in Patients with Hypercholesterolemia who are Currently Treated with Immediate Release xxx, Bristol-Myers Squibb.

A long-term, open-label, multi-center trial of the safety and efficacy of xxx in patients with dyslipidemia, KOS.

A Multi-center, Randomized, Double-Blind, 2-period, Complete-Block, Cross-Over Study to Evaluate the Efficacy of xxx and xxx in Patients with Hypercholesterolemia, Merck & Co.

A multi-center, double-blind, randomized, parallel, 36-week, dose escalation study to evaluate the efficacy and safety of xxx x and xmg/day versus xxxx, x and x mg/day in patients with hypercholesterolemia, Merck & Co.

A Thirty-Week, Double-Blind and Observer-Blind to Lipid Values, Randomized, Parallel-Group, Multi-Center, Positive-Controlled Study to Assess the Efficacy and Safety of x mg Dose of xxx Slow Release (SR) Formulation (given as 2 x “x” mg SR tablets) Compared to x mg SR, Both Administered Once Daily (q.d.) at Bedtime in Patients with Primary Hypercholesterolemia, Novartis Pharmaceuticals.

A 16-week, Double-Blind, and Observer Blind-To-Lipid-Values Randomized, Parallel-Group, Multi-center, Active-Controlled Study to Assess the Efficacy and Safety of xxx “x” MG Slow Release SR) Formulation Compared to xxx   “x” MG Immediate Release (IR) Both Administered Every Evening at Bedtime in Patients with Mixed Dyslipidemia, Novartis Pharmaceuticals. 

xxx for Hyperlipidemia After Reaching Menopause:  A Randomized, Double-Blind, Placebo-Controlled Parallel Group, 6-Week Evaluation of the xxx x mg and xxx x mg in Post Menopausal Women with Hyperlipidemia and a 46-Week Evaluation in Which xxx x mg and xxx  x mg are Compared to xxx x mg for Long Term Lipid Lowering Bone Mineral Density Effects, SmithKline Beecham.

A phase II, double-blind response investigation of the efficacy and safety of four doses of xxx compared with placebo in subjects with primary hypercholesterolemia, Schering Plough Research Institute.

A 12-week Randomized, Double-blind Placebo-Controlled Multi-center Trial to Evaluate the Efficacy and Safety of xxx (xand x mg) and xxx (x mg) in the Treatment of Subjects with Hypercholesterolemia, Zeneca.

A 24-week, Randomized, Double-Blind Multi-center Trial to Evaluate the Efficacy and Safety of Starting and Maximum Doses of xxx and xxx in the Treatment of Subjects with Hypercholesterolemia and Documented Atherosclerosis, Zeneca.

A Randomized, Double-Blind, Multi-Center Trial to Compare the Short-term and Long Term Efficacy and Safety of xxx, xxx, and xxx in the Treatment of Subjects with Hypercholesterolemia, Zeneca.

A 6-week randomized double-blind multi-center trial to evaluate the efficacy and safety of xxx (x, x, x, and x mg) and xxx (x, x, x, and x mg) across their respective dose ranges in the treatment of subjects with hypercholesterolemia, Covance/Zeneca (Protocol 4522IL/0033), Aug99.

A 24-week, randomized, multi-center trial to evaluate the efficacy and safety of xxx and xxx monotherapy as well as selected combinations of xxx and xxx, in the treatment of subjects with type IIB or type IV hyperlipidemia, Covance/Zeneca (Protocol 4522IL/0029), Sep99.

A 12-week, multi-center, randomized, double-blind, placebo-controlled trial to evaluate the efficacy and safety of xxx in the treatment of subjects with hypertriglyceridemia, Covance/Zeneca (Protocol 4522IL/0035), Sep99.

A 12-week, randomized, open-label, multi-center, trial to evaluate the efficacy and safety and tolerability of xxx and the combination of xxx and xxx in the treatment of subjects with severe hypercholesterolemia, Sub-Investigator, Covance/Zeneca (Protocol 4522IL/0031), Sep99.

A phase III double-blind, efficacy and safety study of one dose of xxx (x mg) compared to placebo in subjects with primary hypercholesterolemia, Schering Plough (Protocol 00474), Oct99.

A 12- week, double-blind, placebo-controlled, randomized, multi-center study to determine the efficacy and safety of xxx in patients with low hdl-c and either normal or elevated triglycerides, Parke-Davis (Protocol 1027-004), Nov99.

Long-term, open label, safety and tolerability study of xxx in subjects with primary hypercholesterolemia, Schering Plough (Protocol P00476-76), Jan00.

Phase IIb study of xxx x and x mg/day conventional tablet vs xxx in patients with hypercholesterolemia, Merck (Protocol 006-00), Feb00.

Phase II, dose response effects of oral xxx on lipoproteins in subjects with decreased HDL-C levels, Medical Research Services/Tap Holdings (Protocol 1886-99-003), Feb00.

A multi-center, double-blind randomized, placebo- and active-comparator-controlled, parallel study to evaluate the lipid lowering efficacy safety and tolerability of xxx in patients with mixed hyperlipidemia (elevated cholesterol and triglycerides), Sub-Investigator, Merck (Protocol 004-00), Mar00.

A multi-center, double-blind, randomized, placebo- and active- comparator-controlled, parallel study to evaluate the glucose-lowering efficacy, lipid-altering efficacy, safety and tolerability of xxx in patients with type 2 diabetes, Merck (Protocol 006-00), May00.

A 28-week, open-label, multicenter, extension study to CXUO320-0205 to prospectively evaluate the long-term safety and efficacy of xxx x mg slow release (SR) monotherapy in patients with primary hypercholesterolemia, Novartis (Protocol CXUO320 0205 E01), May00.

A Double-Blind Comparison of x and x mg Doses of xxx with Placebo in Hypercholesterolemic Subjects, Bristol-Myers Squibb (Protocol  CV123-231),  May00.

An 18-Week Randomised, Double-Blind, Multi-Centre, Placebo-Controlled Trial to Evaluate the Efficacy and Safety of  xxx (x and x mg) in the Treatment of Hypercholesterolaemic Postmenopausal Women Receiving Hormone Replacement Therapy (HRT), Sub-Investigator, Covance/Astra Zeneca (Protocol 4522IL/0032), May00.

A multicenter, double-blind, randomized, parallel, 28-week study to evaluate the efficacy and safety of xxx x mg/day vs xxx x mg/day in patients with hypercholesterolemia (CHESS:  Comparative HDL Efficacy and Safety Study), Covance/Merck (Protocol 188-00/ZOC488), Jul00.

Clinical Protocol for a double-blind, placebo controlled, randomized, dose-ranging study of xxx as monotherapy and in combination therapy with xxx (Assessment of Cholesterol Reduction by an Inhibitor of the xxx (ACCRIIBAT), Quintiles/Searle (Protocol NB4-00-02-006), Jul00.

A multi-center, double-blind, randomized, placebo-controlled study to evaluate the lipid-altering efficacy, safety, and tolerability of xxx when added to ongoing therapy with an xxx in patients with primary hypercholesterolemia, known Coronary Heart Disease, or multiple cardiovascular risk factors, MSP Singapore (Merck & Schering Plough) (Protocol PO2173), Jan 01.

A Multi-Center, Randomized, Double-Blind, Placebo-Controlled and Open-Label Evaluation of the Safety and Efficacy of Dual Therapy with xxx When Compared to Either Therapy Alone in the Treatment of Patients with Simultaneous Hyperlipidemia and Hypertension (The AVALON Study), Integrated Research/Pfizer (Protocol A3841001), Feb 01.

A 6 week, open-label, dose-comparison study to evaluate the safety and efficacy of xxx versus xxx, xxx, xxx, and xxx in subjects with hypercholesterolemia (Protocol ZD4522IL/0065), Parexel/Astra Zeneca, Feb01.

A multicenter, double-blind, randomized, placebo-controlled, “Factorial” Design, 12 week study to evaluate the efficacy of xxx x mg/day coadministered with multiple doses of xxx in patients with primary hypercholesterolemia and Extension (Protocol 005), MSP Singapore Co. LLC c/o Merck & Co., Feb01.

Clinical protocol for a randomized, double-blind, placebo-controlled study of xxx as monotherapy in patients with primary hypercholesterolemia (Monotherapy Assessment of Reducing Cholesterol [MONARCH]) (Protocol NB4-00-02-009), Pharmacia, Mar01 – Sep01.

A Multicenter, randomized, double-blind, placebo-controlled study to evaluate the safety and efficacy of xxx when added to current regimen in patients with homozygous sitosterolemia (US), MSP Singapore (Merck/Schering Plough) (Protocol P02243), Mar 01.

A multi center, randomized, double-blind, placebo controlled, parallel group, study of the safety and efficacy of xxx in combination with xxx compared to xxx alone, xxx alone and placebo in a population of Type 2 diabetic men and women,  xxx and xxx Trial Optimizing Response (FACTOR) (Protocol 100311), MTRA/AAI/Bayer, Mar01.

A dose ranging study of xxx in patients with primary hypercholesterolemia (Protocol NK-104-209), Pharmanet/Sankyo, Apr01– Oct01.

A randomized, 16-week, open-label investigation of drug response in relationship to gene variants (x Markers) in adult subjects with primary hypercholesterolemia (Protocol GNSC-003-01-HC), Ingenix/Genaissance, Apr01.

A multi-center, eight-week, double-blind assessment comparing the efficacy and assessing the safety of xxx at starting doses x mg, x mg, x mg, and x mg [(NASDAC)] (Protocol A2581042), Pharmanet/Pfizer, Jul01.

A multicenter, randomized, double-blind, placebo-controlled, balanced, three-way crossover study to evaluate the efficacy of xxx therapy in elevating HDL-C levels in patients with Type 2 Diabetic dyslipidemia and low HDL-C [xxx In Low HDL in Diabetes Trial of Efficacy (SILHOUETTE)] (Protocol 216-00), Merck, Aug01.

Phase 2 multi-center, double-blind, placebo-controlled, randomized, parallel group, dose ranging study of the safety, efficacy and tolerability of an oral formulation of xxx administered BID for 8 weeks to subjects with moderate elevations in low-density lipoprotein cholesterol levels and without overt cardiovascular disease (Protocol A3071013), Pfizer, Oct01.

Phase 2 multi-center, double-blind, placebo-controlled, randomized, parallel group, dose ranging study of the safety, efficacy and tolerability of an oral formulation of xxx administered bid on a background of xxx x mg/ day for 8 weeks to subjects with elevated low-density lipoprotein cholesterol and without overt cardiovascular disease (Protocol A3071014), Pfizer, Oct01.

A multicenter, eight-week treatment, single step titration, open-label study assessing the percentage of patients achieving low density lipoprotein cholesterol target with xxx starting doses of x mg, x mg, x mg, and x mg (Protocol A2581068), Ingenix/Pfizer, Dec01.

A Multicenter, Randomized, Double-blind, Placebo-and-Active-controlled Parallel Group Dose-ranging Study of xxx in the Treatment of Hyperlipidemia (Protocol CV172-004), Bristol Myers-Squibb, Feb02.

A 12-Week, Randomized, Open-label, 3-Arm Parallel-group, Multicenter, Phase IIIb Study Comparing the Efficacy and Safety of xxx with that of xxx and xxx in Achieving NCEP ATP III LDL-C Goals in High-risk Subjects with Hypercholesterolemia in the Managed Care Setting, Omnicare/Zeneca (Protocol 4522US/0003), May02.

A 12-week, randomised, double-blind, force-titration, parallel group, multi-centre, phase IIIb study to compare the efficacy of xxx with xxx and placebo in the treatment of non-diabetic, non-atherosclerotic, metabolic syndrome subjects with raised LDL-C and a 10-year risk for CHD of >10%, MedPace/Zeneca (Protocol 4522IL/0069), Jun02.

A Multiple Dose Comparison Study of xxx In Patients with Primary Hypercholesterolemia, Pharmanet/Sankyo Pharmaceuticals (Protocol NK-104-210), Jun02.

Phase 2 multi-center, double-blind xxx, placebo-controlled, randomized, parallel group, dose ranging study of the efficacy, safety, tolerability and pharmacokinetics of xxx,  and open-label xxx when concurrently administered orally once daily (QD) for 12 weeks to subjects with elevated low-density lipoprotein cholesterol and without overt cardiovascular disease, Pfizer, Inc (Protocol A3071026), Jul02.

Phase 2 multi-center, double-blind xxx, placebo-controlled, randomized, parallel group, dose ranging study of the efficacy, safety, tolerability, and pharmacokinetics of  and open-label xxx when concurrently administered orally twice daily (BID) for 12 weeks to subjects with elevated low-density lipoprotein cholesterol and without overt cardiovascular disease, Pfizer, Inc (Protocol A3071027), Jul02.

A Double-Blind, Randomized, Parallel-Group, Phase III Trial Comparing the Safety and Efficacy of xxx XL x mg and x mg and Placebo in Adult Patients with Hypercholesterolemia, MedPace/Andrx Labs, Inc. (Protocol 146-301HD), Jul02.

An Open-Label, Randomized, Parallel-Group, Multicenter, Phase III Study Comparing the Safety and Efficacy of xxx XL x mg and x mg x In Adult Patients with Hypercholesterolemia, MedPace/Andrx Labs, Inc. (Protocol 146-302HD), Jul02.

Efficacy of xxx as an Add-on to xxx Therapy, MedPace/Sankyo (Protocol WEL-405), Oct02.

Efficacy of xxx as an Add-on to xxx Therapy, MedPace/Sankyo (Protocol WEL-406), Oct02.

Efficacy of xxx as an Add-on to xxx Therapy, MedPace/Sankyo (Protocol WEL-407), Oct02.

An Open-Label Extension Study of the Safety and Tolerability of xxx in Patients with Primary Hypercholesterolemia, PharmaNet/Sankyo  (Protocol NK-104-211), Nov02.

A 28 Day, Double-Blind, Placebo-Controlled, Parallel-Group, Dose-Ranging, Phase IIa Study to Examine the Safety, Tolerability, and Effects of xxx on xxx Activity in Dyslipidemic Patients, GlaxoSmithKline (Protocol SB-480848/005), Dec02.

An 8-Week, Double-Blind, Randomized, Placebo-Controlled, Dose Ranging Study of the Efficacy and Safety of xxx Administered in Combination With xxx or Alone to Hypercholesterolemic Patients, Pfizer, Inc. (Protocol A4141001), Jan03.

The Effects of the Combination of xxx and xxx Compared to xxx Alone in Patients with Mixed Hyperlipidemia, Medpace/Sankyo (Protocol WEL-403), Feb03.

A 26-week double blind, randomised, multi-centre, phase IIIb, parallel group study to compare the efficacy and safety of xxx (x mg) with xxx (x mg) in subjects with hypercholesterolaemia and Coronary Heart Disease or CHD Risk Equivalents, Target Research/Zeneca (Protocol 4522IL/0106), May03.

Evaluation of the Efficacy and Safety of xxx and xxx Coadministration in Patients with Mixed Hyperlipidemia, MSP Singapore c/o Merck (Protocol 036-01), May03.

A Multicenter, Double-Blind, Randomized, Parallel Group, 6-Week Study to Evaluate the Efficacy and Safety of xxx/xxx Combination Tablet Versus xxx in Patients With Hypercholesterolemia, MSP Singapore c/o Merck (Protocol 051), Jun03.

A multi-center, three-staged, randomized, parallel group, sequential, double-blind, xxx-and placebo-controlled dose-response evaluation of the safety, tolerability, and effects on plasma high-density lipoprotein cholesterol (HDLc) and triglycerides (TG) of eight weeks treatment with  x μg to  x μg daily doses of xxx in otherwise healthy patients with low HDLc, mildly to moderately elevated triglycerides, and normal low-density lipoprotein cholesterol, GlaxoSmithKline (Protocol PAA20001), Oct03.

Phase 3, Multi-Center, Double-Blind, Randomized, Parallel Group, Carotid B-Mode Ultrasound Evaluation of the Anti-Atherosclerotic Efficacy, Safety, and Tolerability of Fixed Combination xxx/xxx, Administered Orally, Once Daily (Qd) For 24 Months, Compared With xxx Alone, in Subjects with Mixed Hyperlipidemia, Pfizer, Inc. (Protocol A5091004), Sep03.

A 6-week open-label, randomised, multicentre, phase IIIb, parallel-group study to compare the efficacy and safety of xxx (x mg) with xxx (x mg) in subjects with hypercholesterolaemia and either a history of coronary heart disease (CHD) or clinical evidence of atherosclerosis or a CHD risk equivalent (10-year risk score of > 20 %), Parexel/Zeneca (Protocol 4522IL/0102), Nov03.

The Safety and Efficacy of a Combination of xxx and xxx in Patients with Dyslipidemia:  A Dose-Ranging Study, KOS Pharmaceuticals (Protocol 019-01-03-CR), Feb04.

A Randomized, Double-Blind, Double-Dummy, Placebo-Controlled, Phase III Study to Assess the Efficacy and Safety of 130 mg of  xxx, With and Without Food, Versus a Matching Placebo, Combined With a Low Saturated-Fat Diet in Subjects with Hypertriglyceridemia and Metabolic Syndrome, Radiant Research/Reliant Pharmaceuticals (Protocol FF5), Mar04.

An Open-Label Comparative Efficacy Evaluation of Lipid Levels when Treated with xxx and Statin or Other Lipid Modifying Therapies (The COMPELL Study), KOS Pharmaceuticals (Protocol 001-09-03-CR), Apr04.

A Phase 3, Double-Blind, Placebo-Controlled, Randomized, Parallel Group, Multicenter Study Of The Efficacy, Safety And Tolerablilty Of Fixed Combination xxx/xxx Administered Orally, Once Daily For 6 Months, Compared To xxx Alone Or Placebo, In Subjects With Mixed Dyslipidemia (Frederickson Types IIA AND IIB), Pfizer/Clinical Trial Management Services (Protocol A5091018), Jun04.

Part A:  A Randomized, Double-Blind, Placebo-Controlled Study to Assess the Effects of xxx Compared to Placebo; Part B:  A Dose-Ranging Study to Evaluate the Tolerability of xxx and its Effects on Niacin-Induced Flushing in Lipid Clinic Patients, Merck (Protocol 011), Sep04.

A 6-week, open-label, randomised, multicentre, phase IIIb, parallel-group study to compare the safety and efficacy of xxx x mg and xxx x mg in combination with xxx x mg in subjects with hypercholesterolaemia and coronary heart disease (CHD) or atherosclerosis or a CHD risk equivalent (10-year risk score of >20%), AstraZeneca/Intralinks (Protocol D3569C00006 (EXPLORER)), May04.

A Double-Blind, Randomised, Parallel Group Study to Evaluate the Safety, Tolerability, and Efficacy of xxx Alone or Co-Administered with xxx in Patients with Primary Dyslipidemia, Takeda/Theradex (Protocol 01-04-TL-475-002), Sep04.

A Double-Blind, Randomized Study to Evaluate the Efficacy and Safety of xxx (100 mg) vs Placebo When Coadministered with xxx (x or x mg) in Patients with Primary Hypercholesterolemia, Takeda/Theradex (Protocol 01-04-TL-475-011), Sep04.

A Study to Evaluate the Efficacy and Safety of xxx/xxx and xxx Coadministration in Patients with Mixed Hyperlipidemia, Merck (Protocol 071), Nov04.

A Randomized, Double-Blind, Placebo-Controlled, 1-Year Extension of the Phase IIB Dose Selection Study (011-01) to Assess the Tolerability of xxx/xxx Combination Tablet, Merck (Protocol 011-01), Jan05.

Phase 3, Multi-Site, Double-Blind, Randomized, Forced Titration, Parallel Group Evaluation Of The Efficacy, Safety And Tolerability Of Fixed Combinationxxx)/xxx Administered Orally, Once Daily(QD) For Eighteen Weeks, Compared With xxx Alone, In Subjects With Fredrickson Type IV Hypertriglyceridemia, Pfizer (Protocol A5091025 – 1022), Feb05.

A Multicenter, Randomized, Double-Blind, Parallel-Design Study to Evaluate the Lipid-Altering Efficacy of 2 Formulations of xxx Compared to xxx, Merck (Protocol 026), Mar05.

A Randomized, Double-Blind, Placebo-Controlled Study to Assess the Efficacy and Safety of Combined xxx and xxx Therapy in Hypertriglyceridemic Subjects, Reliant/Radiant (Protocol OM6), May05.

Phase A: A Multicenter, Randomized, Double-Blind, Parallel-Design Extension of the Phase IIa Clinical Efficacy Study (026-01) to Evaluate the Lipid Altering Efficacy of xxx Formulation C Compared to xxx Phase B/C: A multicenter, Randomized, Double-Blind, Placebo-Controlled, 1-Year Extension of the Phase IIa Clinical Efficacy Study (026-01) to Assess the Tolerability of the xxx/xxx Combination Tablet, Merck (Protocol 026-10), May05.

A Dose Ranging Study to Evaluate the Tolerability of xxx and its Effects on xxx in Lipid Clinic Patients and/or Normal Healthy Subjects, Merck (Protocol 032), Jun05.

A Double-Blind, Randomized Study to Evaluate the Efficacy and Safety of xxx x MG Versus Placebo in Subjects with Primary Hypercholesterolemia, Takeda/PPD (Protocol 01-04-TL-475-008), Aug05.

A Double-Blind, Randomized Placebo-Controlled Study to Evaluate the Efficacy and Safety of xxx (x MG or x MG) when Co-Administered with xxx (x MG to x MG) in Subjects with Primary Hypercholesterolemia, Takeda/PPD (Protocol 01-04-TL-475-009), Aug05.

An Open-Label Extension Study to Evaluate the Safety and Tolerability of xxx x mg in Subjects with Primary Hypercholesterolemia or Combined Hyperlipidemia, Takeda/PPD (Protocol 01-04-TL-475-010), Aug05.

A Randomized, Double-Blind, Placebo-Controlled, Parallel-Group, Phase IV Study to Assess the Efficacy and Safety of Adjunctive xxx Therapy in Hypertriglyceridemic Subjects treated with xxx, Reliant/Radiant (Protocol OM5), Sep05.

A Phase 3, Open-Label, Multisite, Randomized, Parallel Group Study of the Efficacy and Safety of Fixed Combination xxx/xxx Administered Once Daily (QD) Compared To xxx for 6 Weeks in Subjects with Hypercholesterolemia, Pfizer (Protocol A5091031), Oct05.

A Double-Blind, Randomized Study to Evaluate the Efficacy and Safety of xxx x mg, x mg  or Placebo When Co-Administered With xxx x mg or x mg in Subjects With Primary Hypercholesterolemia, Takeda/MDS (Protocol 01-05-TL-475-022), Oct05.

An Open- Label Extension of a Randomized, Double-Blind, Placebo-Controlled Study to Assess the Efficacy and Safety of Combined xxx and xxx Therapy in Hypertriglyceridemic Subjects, Reliant/Radiant (Protocol OM6X), Nov05.

A Pilot Study to Examine the Effects of xxx Compared to Placebo on Markers of Inflammation in Subjects with Metabolic Syndrome Who are Receiving Background Therapy Including Low Dose Aspirin, BMS/MDS (Protocol L9842), Nov05.
A Worldwide, Multicenter, Double-Blind, Randomized, Parallel, Placebo-Controlled Study to Evaluate the Lipid-Altering Efficacy, Safety and Tolerability of xxx in Patients With Primary Hypercholesterolemia or Mixed Hyperlipidemia, Merck (Protocol 020), Dec05.

A Multicenter, Randomized, Double-Blind, Prospective Study Comparing the Safety and Efficacy of xxx Acid and xxx Calcium Combination Therapy to xxx and xxx Monotherapy in Subjects with Mixed Dyslipidemia, Abbott/Covance (Protocol M05-748), Dec05.

A Long-Term, Open-Label, Safety Extension Study of the Combination of xxx and xxx Therapy for Subjects with Mixed Dyslipidemia, Abbott/Covance (Protocol M05-758), Dec05.

An Open Label Extension of a Double-Blind, Parallel, Phase IV Study to Assess the Efficacy and Safety of Adjunctive xxx Therapy in Hypertriglyceridemic Subjects treated with xxx, Reliant/Radiant (Protocol OM5X), Jan06.

A Double-Blind, Randomized, Placebo-Controlled Factorial Study to Evaluate the Efficacy and Safety of xxx and xxx Alone and in Combination in Subjects with Hypercholesterolemia, Takeda/MDS (Protocol 01-05-TL-475-020), Feb06.

A Double-Blind, Randomized Study to Evaluate the Efficacy and Safety of xxx or Placebo When Co-Administered With xxx in Subjects With Combined Hyperlipidemia, Takeda/MDS (Protocol 01-05-TL-475-031), Feb06.

An Second Open- Label Extension of a Double-Blind, Parallel Phase IV Study to Assess the Efficacy and Safety of Adjunctive xxx Therapy in Hypertriglyceridemic Subjects Treated with xxx, Reliant/Radiant (Protocol OM5XX), Apr06.

A Multicenter, Randomized, Double-Blind, Placebo-Controlled Sequential-Design Study to Evaluate the Lipid Altering Efficacy and Tolerability of xxx in Patients With Dyslipidemia, Merck (Protocol 004), May06.

A Multicenter, Double-blind, Placebo-controlled, dose ranging Study to Assess the Efficacy, Safety and Tolerability of xxx in Patients with primary Hypercholesterolemia or Mixed Hyperlipidemia, Merck (Protocol 003), May06.

A 12-Week, Multicenter, Randomized, Double-Blind, Parallel-Group Study of the Combination of  xxx and x Compared to x and x in Subjects with Type IIa and IIb Dyslipidemia, Abbott (Protocol M06-844), 2007.

A Multicenter, Randomized, Double-Blind, Placebo-Controlled, 36-Week Study to Evaluate the Efficacy and Safety of Extended Release (ER) xxx/xxx in Patients with Type 2 Diabetes Mellitus, Merck (Protocol 069), 2007.

A Double-Blind Randomized Study to Evaluate the Efficacy and Safety of xxx x mg or Placebo When Coadministered with xxx in Subjects with Hypercholesterolemia, with an Optional Open-Label Extension, Takeda (Protocol TAK-475-307), 2007.

A Long-Term, Open-Label Safety Extension Study of the Combination of xxx and xxx Therapy for Subjects with Mixed Dyslipidemia, Abbott (Protocol M05-758), 2007.

Cardiovascular Endpoint Studies/CHD-Risk

Principal Investigator

A multicenter, randomized, double-blind, placebo-controlled, parallel-group, dose-ranging study of xxx, an oral xxx inhibitor, in subjects with stable coronary heart disease (CHD) or CHD-risk equivalent to examine chronic inhibition of xxx effects on circulating biomarkers associated with cardiovascular risk, safety and tolerability over 12 weeks, GSK (Protocol LPL104884), Nov05.

Sub-Investigator

A 4-year, double-blind, randomized, placebo-controlled study of xxx as prevention of CHD in patients with non-insulin-dependent diabetes mellitus, Parke Davis (Protocol 981-71), Jul97 - Dec01.

A prospective randomized, open-label, blinded-endpoint (PROBE) trial comparing xxx (80mg QD) and xxx (5 mg QD) in patients with mild and moderate hypertension using ambulatory blood pressure monitoring, Boehringer Ingelheim (Protocol 502.258),

Dec 98.

A Randomized, Double-Blind, Placebo-Controlled, Multicenter, Phase III Study of xxx 20 mg in the Primary Prevention of Cardiovascular Events Among Subjects with Low Levels of LDL-Cholesterol and Elevated Levels of C-Reactive Protein, PPD Development/Zeneca (Protocol 4522US/0011), Feb03.

Phase 3, Multi-Center, Double-Blind, Randomized, Parallel Group, Carotid B-Mode Ultrasound Evaluation of the Anti-Atherosclerotic Efficacy, Safety, and Tolerability of Fixed Combination xxx/xxx, Administered Orally, Once Daily (qD) For 24 Months, Compared With xxx Alone, in Subjects with Mixed Hyperlipidemia, Pfizer, Inc. (Protocol A5091004), Sep03.

Clinical Utility of xxx in Simultaneously Achieving Blood Pressure and Lipid Endpoints in a Specific Patient Population (CAPABLE). Pfizer/Quintiles (Protocol A3841025), May04.

Phase 3 multi-center,double-blind, randomized, parallel group evaluation of the fixed combination xxx/xxx, administered orally, once daily (QD), compared with xxx alone, on the occurrence of major cardiovascular events in subjects with coronary heart disease or risk equivalents, Pfizer/Pharmanet (Protocol A5091043), Jul04.

Atherosclerosis Underlying Development Assessed By Intima-Media Thickness in Patients on xxx (AUDITOR), Sanofi-Synthelabo (Protocol EFC5828), May05.

A Multicenter, Randomized, Double-Blind, Placebo-Controlled, 36-Week Study to Evaluate the Efficacy and Safety of Extended Release (ER) xxx/xxx in Patients with Type 2 Diabetes Mellitus, Merck (Protocol 069), 2007.

Coronary Syndromes

Principal Investigator:

A Comparison of Treatment With xxx and xxx Coadministration Versus xxx in Attaining the National Cholesterol Education Program (NCEP) Adult Treatment Panel (ATP) III Coronary Heart Disease (CHD) or CHD Risk Equivalent Strata Low-Density Lipoprotein Cholesterol (LDL-C) Target Level (Protocol 023-00), MSP Singapore c/o Merck, Dec01.

Sub-Investigator:

A Randomized, Open-Label, Multicenter, Crossover Trial of xxx XL x mg vs. xxx x mg Utlilization on NCEP ATP III Goal Achievement in Persons with Moderate Risk for Coronary Heart Diseases:  The LAUNCH Study, Protocare/Reliant Pharmaceuticals (Protocol LXL7001), Apr02.

A Phase II, Randomized, Dose-Ranging, Double-Blind, Placebo-Controlled, Multicenter, Pharmacokinetic, Pharmacodynamic and Tolerability Study of xxx in Patients with Stable Atherosclerosis, Esperion/Quintiles (Protocol 642-006(A0091005)), Mar05.

Diabetes Mellitus

Principal Investigator:

A double blind, randomized study of the safety and efficacy of a combination of xxx and xxx in the treatment of patients with type 2 (non-insulin dependent) diabetes mellitus, Pharmanet/Takeda America (Protocol AD4833/PNFP-343), Aug99.

A randomized, double-blind, multicenter study comparing the effects of xxx and xxx on glycemic control in hypertensive patients with Type II Diabetes Mellitus (Protocol 105517/347), GlaxoSmithKline, May01.

NNC 61-0029 in Type 2 Diabetic Subjects:  A Fifty-Two Week Double-Blind, Parallel, Active-Controlled (xxx and xxx Study (Followed by a Fifty-Two Week Open-Labeled Extension) to Investigate Safety and Efficacy (Protocol NN622-1341), Novo Nordisk, Nov01.

Pharmacogenomic Sample Collection from Subject with Type 2 Diabetes Treated with xxx or xxx, Perlegen Sciences, Inc./Kendle (Protocol 2005111), May 05.

A Multicenter, Randomized, Double-Blind, Placebo controlled, Phase 3 Trial to Evaluate the Efficacy and Safety of xxx  In Combination with xxx Therapy In Subjects with Type 2 Diabetes Who Have Inadequate Glycemic Control on xxx Therapy Alone, BMS/ICON (Protocol CV181-013), Feb06.
Effects of xxx BID and QD vs. xxx BID on Glycemic Control:  A Multicenter, 24-Week, Open-Label, Parallel Group Study in Patients with Type 2 Diabetes Mellitus not Achieving Glycemic Targets with xxx and xxx, Novo Nordisk/Parexel (Protocol BIAsp-1714), Mar06.

Xxx Effect and Action in Diabetes (LEAD-4):  Effect on Glycemic Control of xxx in Combination with xxx plus xxx versus xxx plus xxx in Type 2 Diabetes (A Twenty-Six Week Double-Blind Parallel Trial to Investigate Safety and Efficacy), Novo Nordisk/Pharmanet (Protocol NN2211-1574), Apr06.

A Multicenter, Randomized, Double-Blind, Placebo-Controlled, Phase 3 Trial to Evaluate the Efficacy and Safety of xxx in Combination with xxx in Subjects with Type 2 Diabetes who Have Inadequate Glycemic Control on xxx Alone, BMS (Protocol CV181-040), Apr06.

Co-Investigator:

A 2-year randomized, double blind, parallel group study to compare the efficacy, safety and tolerability of xxx vs. placebo in combination with xxx in elderly patient with type 2 diabetes mellitus who are inadequately controlled on xxx therapy, GlaxoSmithKline (Protocol 135), May99.

Sub-Investigator:

A 52-week, multi-center, randomized, double-blind, placebo-controlled study of the efficacy of xxx treatment plus diet in obese Type 2 Diabetic patients receiving Metformin, Hoffman-LaRoche. 

A six month multi-center, open-label, randomized, two-armed parallel group efficacy and safety comparison of xxx and xxx in combination with xxx in subjects with type 2 diabetes, Novo Nordisk (Protocol NN304-1167), Sep99.

xxx vs. xxx vs the combination in type 2 diabetes patients: a 24-week, randomized, controlled, multi-center trial, Novo Nordisk (Protocol AGEE-2064), Dec99.

The effect of xxx on HbA1c levels in type 2 diabetic patients, a double-blind, placebo-controlled, randomized, multi-center, dose-finding and dose frequency study, Pharmacia and Upjohn (Protocol 716-MET-0096-0011), Dec99.

A multi-center, double-blind, randomized, placebo- and active- comparator-controlled, parallel study to evaluate the glucose-lowering efficacy, lipid-altering efficacy, safety and tolerability of xxx in patients with type 2 diabetes, Merck (Protocol 006-00), May00.

Double-Blind, Multicenter, Randomized Parallel Group, Phase III Study to Evaluate the Safety and Efficacy of xxx Q.D. in Comparison to xxx B.I.D. in Patients with Non-Insulin Dependent Diabetes Mellitus, Medpace/Aura Laboratories (Protocol 155-301), Jun00.

The safety and efficacy of xxx versus xxx:  A one-year, randomized, double-blind, parallel group, active comparator study, Pharmacia (Protocol 716-MET-0096-015), Sep00.

A 16-week, double-blind, multicenter study to evaluate the effect of in combination with xxx on lipids in patients with Type IIa and IIb Dyslipidemia (Protocol 1011-056), Pfizer, Feb01.

A multicenter, randomized, double-blind, placebo-controlled, balanced, three-way crossover study to evaluate the efficacy of xxx therapy in elevating HDL-C levels in patients with Type 2 Diabetic dyslipidemia and low HDL-C [xxx In Low HDL in Diabetes Trial of Efficacy (SILHOUETTE)] (Protocol 216-00), Merck, Aug01.

Advicor in the treatment of diabetic patients with dyslipidemia using xxx and/or xxx (ANTHEM Study) (Protocol MA-01-010402), KOS Pharmaceuticals, Oct01.

A randomized, double-blind, dose ranging, dose comparison-controlled trial to determine the safety and efficacy of xxx in patients with Type 2 Diabetes (Protocol CV168-006), BMS, Oct01.

A 6-Week Open-Label, Randomised, Multicentre, Phase IIIb, Parallel-group Study, Which Describes the Renal Effects of the Lipid-Regulating Agents xxx and xxx in the Treatment of Subjects with Fredrickson Type IIa and Type IIb Dyslipidaemia, Including Heterozygous Familial Hypercholesterolaemia, ICON/AstraZeneca (Protocol 4522IL/0099), Sep02.

A Multicenter, Double-Blind, Randomized, Active-Controlled Parallel Study in Patients With Type 2 Diabetes to Evaluate the Cardiac and Metabolic Effects of xxx, Merck & Co. (Protocol 018), Dec02.

A Multicenter, Double-Blind, Randomized, Placebo-Controlled Study to Evaluate the Safety and Efficacy of the Addition of xxx  to Patients with Type 2 Diabetes With Inadequate Glycemic Control on Combined xxx and xxx Therapy, Merck & Co. (Protocol 025), Dec02.

A Multi-center, Double-blind, Randomized, Parallel Group Study to Evaluate the Effects of xxx on Microalbuminuria in Hypertensive Subjects with Type 2 Diabetes Mellitus (DM), Novartis (Protocol  CVAL89A2417), Jan03.

A Double-Blind, Randomized, Active-Controlled xxx and xxx Comparator Study in Type 2 Diabetic Patients Inadequately Controlled on Diet and Exercise, Merck & Co. ( Protocol/ Amendment No. 020-01), Mar03.

A Multicenter, Double-Blind, Randomized, Placebo-Controlled Study to Evaluate The Safety and Efficacy of xxx added to xxx in Patients With Inadequately Controlled Type 2 Diabetes Mellitus, Merck & Co. (Protocol 27), Apr03.

A Multicenter, Double-Blind, Randomized, Placebo-Controlled Study to Evaluate The Safety and Efficacy of xxx added to xxx in Patients With Inadequately Controlled Type 2 Diabetes Mellitus, Merck & Co. (Protocol 28), Apr03.

A One-Year, Open, Randomized, Parallel, Three-Arm Study Comparing xxx vs. xxx as Add-On Therapy vs. xxx Substitution of xxx in Patients with Type 2 Diabetes, Poorly Controlled on Combination xxx and xxx Treatment, Inveresk Research/Pfizer (Protocol 2171017), May03.

A Phase 3, Randomized, Double-blind, Placebo Controlled, Multicenter Trial to Evaluate the Safety and Efficacy of xxx as Monotherapy in Subjects with Type 2 Diabetes Who Have Inadequate Glycemic Control, Bristol-Myers Squibb (Protocol CV168-018), May03.

A Multicenter, Double-Blind, Randomized, Placebo-Controlled Study to Evaluate the Safety and Efficacy of xxx Added to xxx in Patients with Inadequately Controlled Type 2 Diabetes Mellitus, Merck & Co. (Protocol 030), May03.

A Randomized, Triple-Blind, Placebo-Controlled, Multicenter Study to Investigate the Safety and Tolerability of Progressive Dose-Escalation of xxx in Obese Subjects With Non-Insulin Treated Type 2 Diabetes and Obese Non-Diabetic Subjects, PRA International/Amylin Pharmaceuticals (Protocol 137-158), Jan04.

A multi-center, randomized, double-blind, double-dummy study evaluating the safety and efficacy of the addition of xxx to xxx or xxx in the treatment of diabetic hypertensive subjects, Spectrum/Pfizer (Protocol A0531063), Jan04.

A Multicenter, Double-Blind, Randomized, Placebo- and Active-Controlled Dose-Range Finding Study of xxx in Patients with Type 2 Diabetes Mellitus Who Have Inadequate Glycemic Control, Merck & Co. (Protocol 010), Jan04.

A Multicenter, Double-Blind, Placebo Controlled, Randomized Study of the Safety of xxx in the Treatment of Patients with Type 2 Diabetes Mellitus, MDS Pharma/Takeda (Protocol 01-03-TL-599-016), Feb04.

A multicenter, randomized, double-blind study to compare the effects of 24 weeks treatment with xxx (x mg qd, x mg bid or x mg qd) to placebo in drug naïve patients with type 2 diabetes, Novartis (Protocol CLAF237A2301), Mar04.

A 28-week extension to a multicenter, randomized, double-blind study to compare the effects of 24 weeks treatment with xxx (x mg qd, x mg bid or x mg qd) to placebo in drug naïve patients with type 2 diabetes, Novartis (Protocol CLAF237A2301 E1), Mar04.

A Phase 3, Randomized, Three-Arm, Double-blind, Active Controlled, Parallel Group, Multicenter Trial to Evaluate the Safety and Efficacy of xxx in Combination with xxx Compared to xxx in Combination with xxx in Subjects with Type 2 Diabetes Who have Inadequate Glycemic Control on xxx Therapy Alone, Bristol-Myers Squibb (Protocol CV168048), May04.

A Multicenter, Randomized, Double-Blind Study to Evaluate the Safety and Efficacy of the Addition of xxx to Patients With Type 2 Diabetes Mellitus Who Have Inadequate Glycemic Control on xxx Therapy, Merck (Protocol 019), Jun04.

A Multicenter, Randomized, Double-Blind Study to Evaluate the Safety and Efficacy of the Addition of xxx to Patients With Type 2 Diabetes Mellitus Who Have Inadequate Glycemic Control on xxx Therapy, Merck (Protocol 020), Jun04.

A Multicenter Randomized, Double-Blind Study to Evaluate the Safety and Efficacy of xxx Monotherapy in Patients With Type 2 Diabetes Mellitus Who Have Inadequate Glycemic Control, Merck (Protocol 021), Jun04.

A 24-Week Randomised, Double-Blind, Multi-Centre, Placebo –Controlled Study to Evaluate the Efficacy, Safety and Tolerability of xxx Therapy when Added to the Therapy of Patients with Type 2 Diabetes Poorly Controlled on xxx (GALLANT 9), AstraZeneca/Intralinks (Protocol D6160C00033), Jul04.

A Multicenter, Randomized, Double-Blind, Placebo-Controlled Study to Assess the Efficacy and Safety of xxx Monotherapy in Patients with Type 2 Diabetes Mellitus and Metabolic Syndrome, Merck (Protocol 005), Sep04.

A Multicenter, Randomized, Double-Blind Study to Evaluate the Safety of xxx Monotherapy in Patients With Type 2 Diabetes Mellitus and Chronic Renal Insufficiency Who Have Inadequate Glycemic Control, Merck (Protocol 028), Nov04.

A Open-Label, Multi-Centre, Long-Term Extension Study to Evaluate the Safety and Tolerability of Oral xxx x mg When Added to x Therapy in Patients with Type 2 Diabetes Mellitus (GALLEX 9), AstraZeneca (Protocol D6160C00049), Feb05.

A 52-Week Randomised, Double-Blind, Parallel-Group, Multi-Centre, Active –Controlled xxx Study to Evaluate the Efficacy, Safety and Tolerability of xxx Therapy when Administered to Patients with Type 2 Diabetes (GALLANT 5), AstraZeneca (Protocol D6160C00029), Feb05.

A 26 Week, Multi-center, Open-label, Parallel, 2:1 Randomized Treat-to-Target Trial Comparing Efficacy and Safety of xxx Versus xxx using a xxx Regimen with xxx as xxx in Subjects with Type 2 Diabetes, Novo Nordisk/Pharmanet (Protocol NN304-2175), Feb05.

A randomized, double-blind, placebo-controlled, parallel-group, fixed dose (xxx) multicenter study of long-term glycemic control with xxx in treatment-naïve patients with type 2 diabetes (SERENADE), Sanofi-Synthelabo (Protocol EFC5825), Mar05.

A Multicenter, Randomized, Double-Blind Factorial Study of the Co-Administration of xxx and xxx in Patients With Type 2 Diabetes Mellitus Who Have Inadequate Glycemic Control, Merck (Protocol 036-00), Mar05.

A Study to Assess the Efficacy and Tolerability of xxx Co-Administered with xxx in Patients with Type 2 Diabetes, Merck (Protocol 065), Aug05.

A Long-Term, Post Treatment, Safety Follow-up, Multi-Centre Study in Patients with Type 2 Diabetes Mellitus from the GALLANT, GALLEX, OR ARMOR Studies, Zeneca (Protocol D6160C00056 – G-Plus), Sep05.

A Multicenter, Randomized, Double-Blind, Placebo-controlled, Parallel Group, Phase 2 Trial to Evaluate the Safety and Efficacy of xxx as Monotherapy in Subjects with Type 2 Diabetes Mellitus who are Treatment Naïve and have Inadequate Glycemic Control on Diet and Exercise, BMS(Protocol MB102-008), Dec05.

A Multicenter, Randomized, Placebo-Controlled, Double-Blind, Parallel-Group, Fixed-Dose Study Evaluating the Effect of One Dose of xxx (x mg/day) on Glycemic Control in Type 2 Diabetic Patients Inadequately Controlled with xxx, Sanofi Aventis (Protocol EFC5593), Dec05.

Effects of xxx on Glucose Homeostasis During a Meal Challenge in Men and Women with Normal Glucose Tolerance or Type 2 Diabetes Mellitus, Cargill/Provident (Protocol PVR-06006), Mar06.

An Open-label, Multi-Centre and Long-Term Extension Study to Evaluate the Safety and Tolerability of oral xxx x mg in patients with Type 2 Diabetes Mellitus - GALLEX 1, Zeneca (Protocol D6160C00038), Feb06.

A 13-Week Multinational, Randomized, Double-Blind, Placebo-Controlled, Dose Response Trial Assessing the Safety, Tolerability, and Efficacy of xxx in xxx-Treated Subjects with Type 2 Diabetes Mellitus, Sanofi/PRA (Protocol DRI6012), Apr06.

A Phase 2/3, Randomized, Double-Blind, Placebo- and Active- Comparator-controlled, Parallel-group, Multicenter Study to Determine the Safety and Efficacy of xxx in the Treatment of Type 2 Diabetes in Patients Suboptimally Controlled on xxx, Metabolix (Protocol M102-20509), May06.

A Phase III Randomized, Placebo-Controlled Clinical Trial to Study the Safety and Efficacy of the Addition of xxx in  Patients with Type 2 Diabetes Mellitus Who Have inadequate Glycemic Control on Combination Therapy with xxx and a xxx Agonist, Merck (Protocol 052), May06.

A Phase 2, Randomized, Double-Blind, Placebo-Controlled Study To Evaluate The Effect Of xxx On HDL-Cholesterol In Adult Subjects With Dyslipidemia And Type 2 Diabetes Mellitus, Pfizer/ICON (Protocol A5561005), May06.

A Phase II Double-Blind Randomized, Placebo-Controlled, Parallel Group, Multicenter Study to Evaluate Daily Treatment with xxx in Subjects with Type 2 Diabetes, Takeda (Protocol 01-06-TL-SYR472-006), 2007.

Alzheimer’s/ Cognitive Impairment
Sub-Investigator:

A randomized double blind placebo-controlled trial to evaluate the efficacy and safety of xxx in subjects with mild cognitive impairment (MCI) clinically at risk for development of clinically probably Alzheimer’s disease, Parexel/Janssen Research Foundation (Protocol GAL-INT-18), Mar01.

An Open-Label Extension Study to Assess the Long-Term Safety and Tolerability of xxx in the Treatment of Mild Cognitive Impairment, Johnson & Johnson (Protocol GAL-MCI-301), Apr03.

A Multicenter, Randomized, Double-Blind, Placebo-Controlled, Phase II Study of Efficacy and Safety of xxx in Subjects with Mild to Moderate Alzheimer’s Disease, Saegis/INC Research (Protocol SGS742-CL02), Mar04.

A randomized, multicenter, double-blind, placebo-controlled, 18-month study of the efficacy of xxx in patients with mild-to-moderate dementia of the Alzheimer's type, Sanofi-Synthelabo (Protocol EFC2724), Aug04.

A Randomized, Double-Blind, Placebo-Controlled, Parallel Group Phase 2 Study to Evaluate the Safety and Efficacy of xxx in Subjects With Mild to Moderate Alzheimer's Disease, Fujisawa/i3Research (Protocol 03-0-189), Jul04.
An 80-week, randomized, multi-center, parallel-group, double-blind study of the efficacy and safety of xxx  x mg plus an xxx inhibitor versus an xxx inhibitor alone in the treatment of mild to moderate Alzheimer’s disease, Pfizer/ICON (Protocol A2581078), Dec04.

An analysis of mortality in subjects who participated in three studies of xxx in mild cognitive impairment, Johnson & Johnson (Protocol GAL-COG-3002), Mar05.

An Open Label Evaluation of the Safety of xxx in Patients with Moderate-to-Severe Dementia of the Alzheimer's Type, Forest (Protocol MEM-MD-51), Jun05.

Allergic Rhinitis

Principal Investigator:

A Multicenter, Double-Blind, Randomized, Placebo-Controlled, Parallel-Group Study Investigating the Clinical Effects of xxx in Patients With Perennial Allergic Rhinitis (Protocol 246), Merck, Nov01.

Sub-Investigator:

A multicenter, double-blind, randomized, parallel-group study investigating the clinical effects of xxx in patients with seasonal allergic rhinitis over a 4-week treatment period – Fall 2001 (Protocol 240-00), Merck, Jul01.

A Multicenter, Double-Blind, Randomized, Placebo-Controlled, Parallel-Group Study Investigating the Clinical Effects of xxx in Patients With Perennial Allergic Rhinitis, Merck & Co. (Protocol 265), Oct03.

A Blinded, Randomized, Vehicle-Controlled, Parallel-Group, Multicenter Study to Demonstrate the Safety and Bioequivalence of xxx Compared with xxx in the Relief of the Symptoms of Seasonal Allergic Rhinitis (SAR), Novum (Protocol 70725303), 2007.

Efficacy and Safety/Tolerability of xxx, a Randomized, Placebo-Controlled, Double-Blind Study, Allergy Therapeutics (Protocol RagweedMATAMPL301), 2007.

Safety and Efficacy of xxx in 6-11 Year Old Patients, Alcon (Protocol C-07-01), 2008.

Arthritis and Rheumatoid Arthritis

Principal Investigator:

A 13 week, international, multicenter, randomized, double-blind, double-dummy, placebo-controlled, parallel group trial assessing the safety and efficacy of 2 doses xxx (x mg and x mg od) in patients with primary knee osteoarthritis, using xxx (x mg qd) as a comparator (Protocol CCOX189A 0109), Novartis, Jul01.

A Phase II study on analgesic efficacy, safety, and tolerability of xxx: a six week, randomized, double-blind, placebo-controlled, dose-finding, multi-center study comparing xxx with xxx and with in subjects with osteoarthritis of the knee (Protocol SP-NON-0010), Intralinks/Astra Zeneca, Jan02.

A Two-Arm Study Comparing the Analgesic Efficacy and Safety of xxx Once-a-Day Versus Placebo for the Treatment of Pain due to Osteoarthritis, Labopharm/Parexel (Protocol MDT3-005), Jan05.

A Double-Blinded, Vehicle- And Drug-Controlled, Five-Way, Parallel Clinical Trial To Evaluate The Safety And Efficacy Of xxx Combined With xxx, In The Symptomatic Treatment Of The Osteoarthritic Knee, Dimethaid (Protocol PEN-03-112), May05.

Sub-Investigator:

A double blinded, drug-controlled, two-way parallel clinical trial to confirm the safety and efficacy of xxx in the treatment of the osteoarthitic knee, Dimethaid (Protocol #RA-CP-109-US), Jan01.

A Randomized, Double-Blind, Active-Comparator-Controlled, Parallel-Group Stud to Evaluate the Safety of xxx in Patients With Osteoarthritis or Rheumatoid Arthritis, Merck & Co. (Protocol 066), Oct02.

An international, multicenter, stratified, randomized, double-blind, double-dummy, parallel-group, 52 week gastrointestinal clinical safety study to demonstrate that xxx (x mg qd) reduces the risk to develop complicated ulcers as compared to xxx x mg bid and xxx x mg tid), in osteoarthritis patients, Novartis Pharmaceuticals (Protocol CCOX189 2332), Oct02.

A 13-week, multicenter, international, randomized, double-blind, placebo-controlled, parallel-group study of 2 doses of xxx (x mg and x mg qD) in patients with rheumatoid arthritis using xxx (x mg b.i.d) as comparator, Novartis Pharmaceuticals (Protocol CCOX189 2335), Nov02.

A Phase III, Multi-Center, Randomized, Double-Blind, Placebo-Controlled Clinical Use Study to Evaluate the Safety and Tolerability of xxx Administered Intravenously to Subjects with Active Rheumatoid Arthritis (RA) With or Without Medical Co-Morbidities Receiving Disease Modifying Anti-Rheumatic Drugs (DMARDs) and/or Biologics Approved for RA, Bristol-Myers Squibb (Protocol IM101031), Jan03.

A 39-week, double-blind, active-controlled extension to a 13-week, multicenter, international, randomized, double-blind, placebo-controlled, parallel-group study of xxx x mg qD in patients with rheumatoid arthritis using x mg bid as a comparator, Novartis (Protocol  CCOX189A2335E1), May03.

A Randomized, Double-Blind, Phase 3 Study To Compare the Efficacy and Safety of xxx x mg QD and xxx x mg BID versus xxx x mg QD in Risk Reduction of Non-Steroidal Anti-Inflammatory-Associated Ulcers in Osteoarthritis Subjects Taking Low Dose Aspirin, Tap Pharmaceuticals (Protocol LAN-0003-0041), Jun03.

A Multicenter, Randomized, Parallel-Group, Active-Controlled Double-Blind Study Conducted Under In-House Blinding Conditions to Determine the Incidence of Gastroduodenal Ulcers in Patients With Osteoarthritis or Rheumatoid Arthritis After 12 Weeks of Treatment With xxx x mg Plus xxx, xxx x mg Plus xxx, xxx x mg Plus xxx, or xxx, Merck (Protocol 003), Aug04.

A 12-Week, Randomized, Double-Blind, Multi-Center, Vehicle-controlled, parallel group study to assess the efficacy and safety of xxx  for the relief of signs and symptoms in patients with osteoarthritis of the knee, Novartis/Omnicare (Protocol VOSG-PN-304), Sep04.

An uncontrolled long-term safety trial of xxx in patients with osteoarthritis of the knee, Novartis (Protocol VOSG-PN-309), Nov04.

A 13-week, multicenter, randomized, double-blind, double-dummy, placebo-controlled, parallel group trial of xxx x mg qD in patients with primary hip osteoarthritis using xxx (x mg qD) as a positive control, Novartis/PPD (Protocol  CCOX189A2367), Nov04.

A Phase 3 study of the Analgesic Efficacy and Safety of xxx:  a Parallel Randomized, Double-blind, 13-week Placebo- and xxx-Controlled, Multicenter Study of xxx (x mg bid and x mg bid) in Patients with Osteoarthritis of the Knee, NiCox/PRA (Protocol HCT-3012-X-301), Dec05.

A Parallel Randomized, Open Label, Multicenter Study of xxx (x mg BID and x mg BID) in Subjects wit Osteoarthritis of the Knee (Follow-up of 13-Week, Double-Blind, Parallel, Randomized, Placebo- and xxx-Controlled HCR 3012-X-301 Efficacy and Safety Study, Nicox/PRA (Protocol HCT3012-X-301E), Apr06.

Asthma

Sub-Investigator:

A Multi-center, Randomized, Double-Blind, Double-Dummy, Parallel Group, 16‑Week Comparison of Asthma Control in Adolescents and Adults Receiving Either xxx BID, xxx BID, xxx , or xxx QD, PRA International/GlaxoSmithKline (Protocol SAS40036), Jun02.

A Long Term Safety Study of xxx and xxx in Subjects Twelve Years of Age and Older with Asthma, PPD Development/Sepracor (Protocol 051-356), Feb03.

A 52-week, Randomized, Double-Blind, Parallel-Group. Multi-Centre, Phase IIIB Study Comparing the Long Term Safety of xxx x 2 Actuations Twice Daily to xxx 2 Actuations Twice Daily in Adult and Adolescent (>12 years) African American Subjects with Asthma, AstraZeneca/Parexel (Protocol D5896C00022) 2007.

Cognitive Impairment

Principal Investigator:

A pilot study of the effect of xxx therapy in recently postmenopausal women with subjective cognitive complaints (Protocol 0713X-101059), Wyeth-Ayerst, Dec01.
COPD

Sub-Investigator:

A multi-center, double blind, placebo-controlled, group comparative study to investigate the long-term safety of xxx via x in adult patients with chronic obstructive pulmonary disease (COPD), AstraZeneca (Protocol #SC-397-5099 IND #56624), Jan00.

Cox 2 Inhibitors

Sub-Investigator:

A randomized, Double Blind, Placebo-Controlled Study to Compare the Effects of xxx, xxx x mg and xxx x mg per day on blood pressure control in patients with hypertension stabilized on antihypertension therapy, SmithKline Beecham.

Clinical protocol for a double-blind, randomized, parallel group comparison study of the safety of xxx vs. xxx in hypertensive patients with peripheral osteoarthritis taking antihypertensive medications, Covance/Searle 

A placebo-controlled, parallel group, 4-week, trial conducted under double blind conditions to assess the efficacy and safety of xxx in patients with chronic low back pain, Merck (Protocol 121), Dec99.

Clinical protocol for a double blind, randomized, parallel group comparison study of the safety of xxx vs. xxx in treated hypertensive patients with osteoarthritis, Covance/Searle (Protocol N49-00-02-181- SUCCESS VII), Oct00.

Dermatology
Sub-Investigator:

A Phase II, Randomized, Double-blind, Placebo-controlled, Parallel Study of Single and Multiple Dose Regimens with xxx (Human Antibody to xxx) in Subjects with Moderate to Severe Psoriasis, Centocor (Protocol C0379T04), Aug03.

A randomized, multicenter, double-blind, controlled study to compare the effectiveness of a single dose (x mg) of xxx, one day (x mg Q12) or  xxx and placebo in patient-initiated episodic treatment of recurrent herpes labialis, Novartis (Protocol CFAM810A2403),  Sep03.

A Phase IIIB, Open-Label, Multicenter Study To Evaluate The Safety Of x mg/kg Subcutaneously Administered xxx In Adults With Moderate To Severe Plaque Psoriasis Including Those Who Are Receiving Concomitant Antipsoriatic Therapies Or Have Recently Transitioned From Systemic Therapies, Genentech (Protocol ACD2782g), Sep03.

A Multicenter, Randomized, Double-Blind, Placebo-Controlled, Clinical Trial to Determine the Effects of xxx  Administered Once Daily for the Treatment of Rosacea, CollaGenex Protocol COL-101-ROSE-302), Jun04.

A 16-Week, Randomized, Double-Blind, Placebo And xxx Controlled, Multi-Center Trial Of xxx In Patients With Postherpetic Neuralgia (PHN), Pfizer/ICON (Protocol A6061026), Feb06. 

An Open-Label Extension Trial Assessing The Safety And Tolerability Of xxx In Patients With Postherpetic Neuralgia (PHN), Pfizer (Protocol A6061029), May06.

A Placebo-controlled, 2-dose-level (Low and High Dose) Study of a 28-day Treatment with xxx in Adult Patients with Atopic Dermatitis, Asubio (Protocol ASBI 404), 2008

Erectile Dysfunction

Sub-Investigator:

A Randomized, Double Blind, Multi-Center, Fixed-Dose, Cross Over Study to Investigate the Efficacy and Safety of x mg of xxx Given on Demand in Comparison to 

x mg of xxx Given on Demand in Males with Erectile Dysfunction and a Diagnosis of Diabetes Mellitus and/or Hypertension and/or Hyperlipidemia (Protocol 10566), Bayer, Feb02.

An Open-Label, Parallel Design, Twelve Month Phase 3 Trial of the Safety and Efficacy of xxx in Male Patients with Erectile Dysfunction, NexMed, Inc. (Protocol MED 2000-006), Apr02.
A randomized, double-blind, multi-center, fixed-dose, parallel group, twelve month study to investigate the safety and tolerability of xxx in patient with erectile dysfunction in comparison with sildenafil, Bayer (Protocol 10125), Feb00.

A randomized, double-blind, multicenter, fixed-dose, parallel group twelve month extension of study 10125 to investigate the safety and tolerability of the xxx in the treatment of patients with erectile dysfunction over a total exposure time of 24 months (Protocol 10573), Bayer, May01.

A randomized, placebo-controlled, double-blind, parallel design phase 3 trial of the efficacy and safety of xxx in male patients with erectile dysfunction (Protocol MED 2000-005), NexMed, Inc., Oct01.

A Randomized, Placebo-Controlled, Double-Blind, Parallel Design Phase 3 Bridging Trial of the Efficacy and Safety of xxx x mcg in Male Subjects with Erectile Dysfunction, Nexmed (Protocol MED 2003-011), Jan04.

An Open-Label, Long-Term, Phase 3 Trial of the Safety and Efficacy of xxx in Male Subjects with Erectile Dysfunction, Nexmed (Protocol MED 2003-012), Jan04.

A Double-Blind, Placebo Controlled, Parallel Group, Multicenter Study To Assess The Time To Onset, Safety, And Toleration Of Differing Doses And Combinations Of Immediate Release And Modified Release Formulations Of xxx In Adult Male Subjects With Erectile Dysfunction , Pfizer (Protocol A3711029 – 1038), Mar05.
Female Sexual Dysfunction

Sub-Investigator:

A double-blind, placebo-controlled, parallel group design study of two doses of xxx vs. placebo for the treatment of sexual dysfunction (arousal disorder) in postmenopausal women (Protocol A2181014), Pfizer, Oct01.

A double-blind, placebo-controlled, parallel group design study of two doses of xxx vs. placebo for the treatment of sexual dysfunction (hypoactive desire) in postmenopausal women (Protocol A2181016), Pfizer, Oct01.

A phase III, multinational, randomized, double-blind, parallel group, placebo-controlled study to evaluate the efficacy and safety of xxx (x (g/day) for 24 weeks and safety for a further 28 weeks in naturally menopausal women with Hypoactive Sexual Desire Disorder on concurrent xxx, Resource Solutions Inc./Proctor & Gamble (Protocol 2002005), May02.

A Phase III, Multinational, Randomized, Double-blind, Parallel-group, Placebo-controlled Study to Evaluate Efficacy and Safety of xxx (x (g/day) for 24 Weeks and Safety for a Further 28-Week Open-label Period in Women with Hypoactive Sexual Desire Disorder on xxx Who Have Undergone Hysterectomy and Bilateral Oophorectomy, Resource Solutions Inc./Proctor & Gamble (Protocol 2001133), May02.

Validation of A Brief Diagnostic Procedure and Cognitive Debriefing of Efficacy Measures in Women with Hypoactive Sexual Desire Disorder, Other Female Sexual Dysfunction, or No Female Sexual Dysfunction, Boehringer Ingelheim (Protocol 511.106), Sep05.

GI

Principal Investigator:

A Phase 2b, Multicenter, Randomized, Double-Blind, Placebo-Controlled, Parallel Group, dose-Ranging Study of xxx in Subjects with Functional Dyspepsia, PRA International/Yamanouchi (Protocol 443-CL-008), Mar04.

A double blind, placebo controlled, randomized, parallel group study of the efficacy and safety of oral doses of x mg xxx when used and based on a patients decision to self- medicate for up to 7 episodes over a period of 6 weeks for the treatment of occasional episodes of self-reported abdominal pain or discomfort associated with cramping in an OTC-like study population, Boehringer Ingelheim Pharmaceuticals (Protocol 202.832), Nov05.
Sub-Investigator:

A 12-Week, Randomized, Double Blind, Placebo-Controlled Study with PRN BID and Fixed Dosing Regimens of xxx in Female Subjects with Severe Diarrhea-Predominant Irritable Bowel Syndrome Who Have Failed Conventional Therapy , GlaxoSmithKline (Protocol S3B30048), Jul03.

Extended Use of xxx in Constipated Patients, AAI International/Braintree Laboratories (Protocol 851-CR1), Jul03.

An Open-Label Study of Chronic xxx Use in Constipated Patients, AAI International/ Braintree Laboratories (Protocol 851-CR3), Jul03.

A 6-week, randomized, double-blind, placebo-controlled, multicenter study, to assess the efficacy and safety of xxx (x mg BID) and placebo in female patients with dyspepsia, Novartis (Protocol CHTF919D2301), Dec03.

A Multicenter, Double-Blind, Placebo-Controlled Efficacy and Safety Study of Low-Dose xxx in Male Patients with Irritable Bowel Syndrome, Scirex/Pain Therapeutics (Protocol PTI-901-NC), Jan04.

A randomized, double-blind, placebo-controlled multicenter study to assess the efficacy, safety, and tolerability of xxx alone and in combination with xxx given orally in patients suffering from symptomatic (non-erosive) gastroesophageal reflux disease (sGERD), Medpace/Novartis (Protocol CHTF919B2203), Jan04.

A Multicenter, Double-Blind, Placebo-Controlled Efficacy and Safety Study of Low-Dose xxx in Female Patients with Irritable Bowel Syndrome, Pain Therapeutics/Scirex (Protocol PTI-901-NB), Mar04.

Xxx vs xxx in Treatment of Patients with Chronic Constipation, Braintree Laboratories/AAI Development (Protocol 851-ZCC), Jun04.

A one-year, open-label, multi-center, extension study to xxx to assess the long term safety of xxx x mg bid given orally in female patients with symptoms of dyspepsia, Novartis (Protocol CHTF919D2301E1), Nov04.

A randomized, open label, pilot crossover study to assess the patient preference of xxx versus xxx in patients with constipation, Novartis (Protocol CHTF919EUS49), Apr05.

A 12-Week, Multicenter, Double-Blind, Randomized, Efficacy and Safety Study of xxx for the Treatment of Constipation-Predominant Irritable Bowel Syndrome, Sucampo/PRA (Protocol SPI/0211SIB-0431), May05.

An Open-Label Safety Study of xxx for Constipation-Predominant Irritable Bowel Syndrome, Sucampo/PRA (Protocol SPI/0211SIB-05S1), Nov05.

A Phase 3 Study to Evaluate the Efficacy and Safety of xxx (x mg QD and x MG QD) Compared to Placebo on Symptom Relief in Subjects with Symptomatic Non-Erosive Gastroesophageal Reflux Disease (GERD), TAP Pharmaceuticals (Protocol T-GD04-083), Dec05.

A Phase 3 Study to Evaluate the Efficacy and Safety of xxx (x mg QD and x mg QD) and an Active Comparator, xxx (x mg QD) on Healing of Erosive Esophagitis, TAP Pharmaceuticals (Protocol T-EE04-085), Dec05.

A Phase 3 Study to Evaluate the Safety and Efficacy of xxx (x mg QD and x mg QD) Compared to Placebo in Maintenance of Healing in Subjects with Healed Erosive Esophagitis, Tap Pharmaceuticals (Protocol T-EE04-087), Dec05.

A Phase 3, Open-Label Study to Assess the long-Term Safety of xxx (x mg QD and x mg QD), TAP Pharmaceuticals (Protocol T-GI04-088), Dec05.

A Phase III, Multicenter, Randomized, Double-Blind, Placebo-Controlled, Parallel Group Study of xxx in Women with Constipation-Predominant Irritable Bowel Syndrome (c-IBS), Alizyme/Quintiles (Protocol ATL1251/038/CL), Nov05.

A Phase III, Multicenter, Open Label, Extension Study to Evaluate the Long-term Safety of xxx x mg Once Daily in Women with Constipation-Predominant Irritable Bowel Syndrome (c-IBS), Alizyme/Quintiles (Protocol ATL1251/052/CL), Nov05.

A 12-Week, Randomized, Double-blind, Dose-Ranging, Placebo-Controlled Study of xxx in Subjects with Irritable Bowel Syndrome, Tioga/RTI (Protocol ASMP2003), Mar06.

A 12-month, Phase 3, Open-label Multi-center Study to Evaluate the Long-term Safety of xxx in Subjects Who are at Risk for Developing NSAID-associated Ulcers, Pozen/Scirex (Protocol PN200-304), May06.

A Phase 3 Study to Evaluate the Efficacy and Safety of xxx (x mg QD and x mg AD) Compared to Placebo on Symptom Relief in Subjects with Symptomatic Non-Erosive Gastroesophageal Reflux Disease (GERD), TAP (Protocol T-GD05-137), May06.

A Phase III, multi-center, randomized, double-blind, placebo-controlled, parallel group trial of fourteen day treatment with xxx x mg once a day in frequent heartburn, Novartis/PPD (Protocol PRSW-GN-301), May06.
Hypertension

Principal Investigator:

A double-blind, randomized, placebo and active controlled, parallel group, dose-finding study to evaluate the efficacy and safety of once daily oral administration of x mg, x mg  and x mg of xxx for 8 weeks in subjects with mild-to-moderate essential hypertension (Protocol M100240/2004), Quintiles/Aventis, Jul01.

A multi-center, double-blind, randomized study to evaluate the effects of xxx and the combination of xxx and xxx on blood pressure (ambulatory and standard cuff) and on selected biochemical markers of endothelial function, safety and tolerability (Protocol 2301), Novartis, Nov01.

A  randomized, double-blind, multicenter, positive-controlled, parallel group study to evaluate the safety and efficacy of xxx and xxx administered in combination compared to xxx monotherapy in hypertensive patients not adequately controlled with xxx alone, Novartis/Medpace (Protocol CCIB002H2304), Jul04.

A Randomized, Double-Blind, Multi-Center Study Comparing the Effects of xxx with xxx on the Lipid Profile in Normolipidemic, or Mildly Dyslipidemic Hypertensive Patients, GSK (Protocol COR103561), Nov05.

Sub-Investigator:

Nested case-controlled study of potential risk factors for Angioedema and Angioedema-like event in subjects previously exposed to xxx, Bristol-Myers Squibb (Protocol CV137-119), Dec 00.

A Multi-Center, Randomized, Double-Blind, Placebo-Controlled and Open-Label Evaluation of the Safety and Efficacy of Dual Therapy with xxx Plus xxx When Compared to Either Therapy Alone in the Treatment of Patients with Simultaneous Hyperlipidemia and Hypertension (The AVALON Study), Pfizer (Protocol A3841001), Feb 01.

A randomized, double-blind, placebo-controlled, crossover study to evaluate the effects of xxx x mg qD or x mg b.i.d. and placebo in patients with treated hypertension (Protocol 155-00/COX509), Merck, May01 – Oct01.

A randomized, double-blind, multicenter, multifactorial, placebo-controlled, parallel group study to evaluate the efficacy and safety of xxx and xxx combined and alone in hypertensive patients, Novartis Pharmaceuticals (Protocol VAA489A 2201), Aug02.

A 52-week open-label extension to the randomized, double-blind, multicenter, multifactorial, placebo-controlled, parallel group stud to evaluate the efficacy and safety of xxx and xxx combined and alone in hypertensive patients, Novartis Pharmaceuticals (Protocol VAA489A 2201 E1), Dec02.

A multi-center, randomized, double-blind, double-dummy study evaluating the safety and efficacy of the addition of xxx to xxx or xxx in the treatment of diabetic hypertensive subjects, Spectrum/Pfizer (Protocol A0531063), Jan04

A randomized, double-blind, multicenter, multifactorial, parallel group study to confirm the efficacy and explore the safety of xxx/xxx/xxx triple combination compared with the xxx/xxx component and with the xxx/xxx component in patients with Stage II hypertension, Novartis/Medpace (Protocol CBAH824A2301), Jun04.

A six-week, randomized, double-blind, parallel-group, multicenter study to evaluate the safety and efficacy of the combination of xxx x mg and xxx x mg compared to x mg and x mg in hypertensive patients not adequately responsive to xxx x mg, Novartis (Protocol CSPP100A2305), Jan05.

A 6-week, multicenter, randomized, paralled-group treatment regimen study to evaluate the efficacy of initial high does xxx monotherapy (x mg) or combination therapy (xxx +xxx, x/x mg) to conventional low-dose xxx monotherapy (x mg) in managing patients with hypertension, Novartis (Protocol CVAH631BUS05), Nov05.
A double-blind, randomized, parallel-group, dose ranging, multicenter study to evaluate the efficacy and safety of x, x, x and x mg xxx once daily, using x mg xxx once daily as calibrator, for 12 months treatment, in patients with mild to moderate hypertension, Sanofi (Protocol DFI 6032), Jan06.

A Multicenter, Randomized, Double-Blind, Placebo-Controlled Study to Assess the Efficacy and Safety of xxx and xxx in Hypertensive Patients, Merck (Protocol 003), Apr06.

A Randomized, Double-Blind, Placebo- and Active Comparator-Controlled Study to Assess the Efficacy and Tolerability of xxx in Hypertensive Patients, Merck (Protocol 006-00), 2007.

Menopause

Principal Investigator:

A Multi-center, Randomized, Double-blind, One Year Safety and Efficacy Study of Three Doses of an xxx/xxxOral Combination Capsule in the Prevention of x-induced Endometrial Hyperplasia in Postmenopausal Women with Intact Uteri (Protocol EP01005), PRA International/Watson Laboratories, Feb02.

Sub-Investigator:

A randomized, double-blind, placebo controlled, parallel, multi-center, study to assess the safety and efficacy of xxx for relief of menopausal vasomotor systems and reduction of endometrial hyperplasia, Sub-Investigator, Wyeth-Ayerst (Protocol 0802D1-324-US), Feb98.

A comparative trial of xxx, xxx, and xxx in early postmenopausal women:  A randomized, open, multicenter study, Parke Davis.

Multi-center efficacy study comparing xxx with placebo in the treatment of vasomotor symptoms associated with menopause, Quintiles/Solvay (Protocol 51673003), Nov99.

Postmenopausal evaluation and risk-reduction with xxx (Protocol A2181002), Pfizer, Aug01.

A Double-Blinded, Randomized, Parallel, Placebo-Controlled, Multicenter Trial to Compare the Effects of 12 Weeks of Treatment with Daily or Twice-Weekly Doses of xxx vs. Daily Doses of xxxon Vulvovaginal Atrophy in Healthy Postmenopausal Women, Barr Laboratories (Protocol DP3-2002-002), Dec02.

Efficacy and Safety Study of xxx in Postmenopausal Women, GlaxoSmithKline/Health Products Development (Protocol P2150277), Mar04.

A Multi-Center, Double-Blind Study to Determine the Efficacy of xxx Tablets in Relieving Menopausal Symptoms in Estrogenized Postmenopausal Women, Solvay/Quintiles (Protocol SO302106), May04.

A Multi-Center, Double-Blind Study to Determine the Efficacy of xxx Tablets in Relieving Menopausal Symptoms in Estrogenized, Non-Hysterectomized Postmenopausal Women, Solvay/Quintiles (Protocol  SO302107), May04.

A Multicenter Study to Validate the Menopause Rating Scale (MRS) in a U.S. Postmenopausal Population, Solvay/Quintiles (Protocol SO302109), May04.

A Multi-Center, Double-Blind Study to Determine the Efficacy of xxx Tablets in Relieving Menopausal Symptoms in Estrogenized, Hyterectomized Postmenopausal Women, Solvay/Quintiles (Protocol SO302110), May04.

A Randomized, Double-blind, Placebo-controlled, Parallel-group, Multicenter, 52-week Study to Evaluate the Efficacy and Safety of Transdermal Patches Delivering x or x  mcg/day xxx in Menopausal Women with Low Libido Not Receiving Systemic Estrogen or Estrogen Progestin Therapy, Proctor & Gamble/Constella Group (Protocol 2004031), Jun04.

Placebo-Controlled, Randomized, Double-Blind, Multicenter Study, to Demonstrate the Efficacy of 12 Weeks of Treatment with xxx on Moderate to Severe Vasomotor Symptoms and Vulvar/Vaginal Atrophy in Postmenopausal Patients, Upsher-Smith/PPD (Protocol P04-001), Jul04.

Efficacy Study Comparing x g and  x g xxx Doses with Placebo in the Treatment of Vasomotor Symptoms and Vulvar and Vaginal Atrophy Associated with Menopause, Solvay/Covance (Protocol S1664003), Dec04.

A Multi-Center, Double-blind, Placebo-Controlled Comparison of Multiple Doses of xxx and xxx, in Combination and Alone, in Relieving Vasomotor Symptoms in Postmenopausal Women, Solvay/ Quintiles (Protocol S0302112), Jun05.

A Multicenter, Double-Blind, Randomized, Placebo-Controlled, Parallel-Group, Dose-Ranging Study of xxx in Postmenopausal Women with Overactive Bladder, Merck (Protocol 007), Sep05.

Osteoporosis

Principal Investigator:

An 18-month Double-Blind, Placebo-Controlled, Phase III, Trial with a 12-month Interim Analysis of the Effect of xxx on Fracture Incidence in Women with Postmenopausal Osteoporosis, Quintiles/NPS Allelix Corp. (Protocol ALX1-11-93001), May00.

An 18-month, Open-Label Extension Study (OLES) of the Efficacy and Safety of Recombinant xxx in Women with Postmenopausal Osteoporosis and a Pre-Existing Fracture (Protocol CL1-11-002), Quintiles/NPS Allelix Corporation, Oct00.

A multicenter, double-blind, randomized, placebo- and xxx-controlled study to assess safety and efficacy of xxx in the prevention of postmenopausal osteoporosis (Protocol 3068A1-300-US), Covance/Wyeth Ayerst, Jun01.

Effects of xxx on Vertebral Fracture Incidence and on Invasive Breast Cancer Incidence in Postmenopausal Women with Osteoporosis or with Low Bone Density without Osteoporosis; Sample Banking Protocol Addendum (1); Venous Thromboembolic Events: Case Control Study Protocol Addendum (2), Lilly/Quintiles (Protocol H4Z-MC-GJAD), Mar04.

A Randomized, Double-Blind, Placebo-Controlled, Parallel Group, Dose Findings Study to Investigate the Safety, Tolerability, and Efficacy of xxx in Post-Menopausal Female Subjects with Low Bone Mineral Density, Zelos/Covance (Protocol PTHOST-003-03), May05.

A Randomized, Double-Blind, Placebo-Controlled, Parallel Group Extension Study to Investigate the Safety, Tolerability, and Efficacy of xxx in Post-Menopausal Women with Low Bone Mineral Density, Zelos/Covance (Protocol PTHOST-003-03 EXT), Jul05.

Sub-Investigator:

xxx for Hyperlipidemia After Reaching Menopause:  A Randomized, Double-Blind, Placebo-Controlled Parallel Group, 6-Week Evaluation of the xxx x mg and xxx x mg in Post Menopausal Women with Hyperlipidemia and a 46-Week Evaluation in Which xxxx x mg and xxx x mg are Compared to xxxx x mg for Long Term Lipid Lowering Bone Mineral Density Effects, SmithKline Beecham.

A multi-center, double-blind, randomized, active-controlled, parallel-group study of daily vs. weekly dosing regimens of xxx in the treatment of osteoporosis in postmenopausal women, Quintiles/Hoechst Marion Roussel (Protocol HMR 4003E/3001), Oct99.

An 18-month Double-Blind, Placebo-Controlled, Phase III, Trial with a 12-month Interim Analysis of the Effect of xxx on Fracture Incidence in Women with Postmenopausal Osteoporosis, Sub-Investigator, Quintiles/NPS Allelix Corp. (Protocol ALX1-11-93001), May00.

A study of the safety and efficacy of xxx for the Prevention of Bone Loss and for Lipid lowering in postmenopausal women at risk for osteoporosis, Pfizer (Protocol A2181004), Sep00.

Double-blind, placebo-controlled, dose ranging trial to evaluate the efficacy of xxx on bone mineral density and markers for bone turnover in postmenopausal women with dyslipidemia and at risk for osteoporosis (Protocol A2581049), Spectrum/Pfizer, Jul01.

Randomized, double-blind, parallel groups, multicenter study to compare the efficacy and safety of monthly oral administration of x mg and x mg with x mg daily oral xxx in postmenopausal osteoporosis, Quintiles/Roche (Protocol BM16549), Apr 02.

A one-year, multicenter, randomized, double-blind, placebo-controlled, parallel group study to determine the efficacy and safety of x mg xxx administered once a week in the prevention of osteoporosis in postmenopausal women, Quintiles/Aventis (Protocol HMR4003F/4001), Aug02.

A double-blind placebo-controlled trial of the safety, toleration and efficacy of xxx x mg/d and xxx x mg/d for the prevention of bone loss in postmenopausal women, Pfizer (Protocol 2181030), Mar03.

Effects of xxx on Bone Mineral Density and Endometrial Histology in Postmenopausal Women, Lilly/Quintiles (Protocol H4Z-MC-GJAE), Mar04.

A prospective, open-label, multi-center, two-part study to investigate patient satisfaction with monthly dosed xxx therapy in women with postmenopausal osteoporosis or osteopenia transitioned from once-weekly xxx xxx, Roche/Covance (Protocol  ML 18056), Jun04.

An open label, multi-center study to determine level of adherence to monthly oral or every three month intravenous xxx treatment in postmenopausal women with osteoporosis or osteopenia, who are GI intolerant of daily and/or weekly xxx or xxx, Roche/Covance (Protocol ML 18058), Dec04.

Double-blind, placebo-controlled, randomized, multicenter study to assess the efficacy and safety of oral xxx x mg once monthly in postmenopausal women with osteopenia, Roche/Quintiles (Protocol BA18492), Sep05.

A Double-Blind, Randomized, Placebo- And Active-Controlled Efficacy And Safety Study Of xxx/xxx Combinations For Prevention Of Endometrial Hyperplasia And Prevention Of Osteoporosis In Postmenopausal Women, Wyeth (Protocol  3115a1-304-WW), Dec05.  

Peripheral Artery Disease

Co-Investigator:

A 1-year, randomized, double-blind, placebo-controlled, multi-center study comparing the efficacy of x mg and x mg xxx in patients with peripheral vascular disease, Parke-Davis (Protocol 981-123), Jul 97.

Sub-Investigator:

A Twenty Four-Week, Randomized, Double-Blind Study of the Effects of xxx  versus xxx and Placebo Administered Orally to Patients with Intermittent Claudication Secondary to Peripheral Arterial Disease, Otsuka.

A multi-center, double-blind, randomized, parallel, placebo-controlled study of the safety and efficacy of chronic oral xxx in patients with intermittent claudication (Fontaine stage II peripheral arterial occlusive disease), Lineberry/United Therapeutics (Protocol BIR 02:01), Apr00.

A multi center, open-label evaluation of the safety and efficacy of chronic oral xxx in patients with intermittent claudication (fontain stage II peripheral arterial occlusive disease):  A continuation study, Lineberry/United Therapist (Protocol BIR 02:02), Mar01.

The Effect of xxx/xxx on Peak Walking Time in Patients with Intermittent Claudication, KOS Pharmaceuticals (Protocol MA-02-010403:  ICPOP Study), Dec02.

A Multi-Center, Randomized, Double-Blind, Parallel Group, Placebo-Controlled Study of Efficacy And Safety Of  Immune Modulation Therapy In Improving Walking Distance In Patients With Intermittent Claudication Secondary To Peripheral Arterial Disease, Quintiles/Vasogen (Protocol 101), Jan04.

Prospective, Randomized, Double-Blind (Phase 3) Study of xxx Treatment On the Number of  Vascular Interventions and Peripheral Vascular Disease Endpoints in Chlamydia Pneumoniae Seropositive Patients (PROVIDENCE – 1), ActivBiotics (Protocol ABI-164B-022), Dec05.

Weight Management

Principal Investigator:

A Randomized, Double-Blind, Placebo-Controlled, Parallel Design, Multicenter Study to Evaluate the Efficacy, Tolerability and Safety of xxx x mg plus diet in patients with a BMI of > 25 and < 28 kg/m2 treated in a primary care setting, PPD Development/Roche (Protocol NM17247), Mar03.

Sub-Investigator:

A 52-week, Double-Blind, Randomized, Placebo-Controlled Study to Evaluate the Efficacy of xxx Treatment in Obese Type 2 Diabetic Patients Receiving Insulin, Hoffman-LaRoche.

A phase III, multi-center, two arm study to assess the efficacy and safety of xxx in the management of obesity, Schering Plough (Protocol P00396), Nov99.

A phase 2, randomized, double-blind, placebo-controlled study to evaluate the efficacy and safety of subcutaneously administered xxx in obese subjects, Amgen  (Protocol (A-200) 990768), Dec99.

A phase III, multicenter, two-arm study to assess the efficacy and safety of xxx in the treatment of obesity in subjects with hypertension and/or dyslipidemia (Protocol P01551), Schering Plough, Apr01 –Jul01.

A phase III, 12- month, double blind, randomized, placebo group, placebo controlled, efficacy and safety study of xxx in overweight and obese subjects with a 12-month open-label extension phase (Protocol AX15-OB-0008), Celeris/Regeneron, Jul01.

A randomized, double-blind, placebo-controlled, parallel-group, fixed dose, multicenter study of weight-reducing and prevention of weight regain effects and safety of xxx in obese patients with or without comorbidities (Protocol EFC4743), ICON/Sanofi-Synthelabo, Sep01.

A randomized, double-blind, placebo-controlled, parallel-group, fixed-dose, multicenter study of weight-reducing effect and safety of xxx in obese patients with type 2 diabetes (Protocol EFC4736), Sanofi-Synthelabo, Oct01.

A Double-Blind, Randomized, Placebo-Controlled, Parallel Group, Short-Term, Efficacy and Safety Study of Two Doses of xxx in Overweight and Obese Patients with Type 2 Diabetes Mellitus, ICON/Regeneron (Protocol AX15-OB-0201), Aug02.

A Dose Range-Finding, Double-Blind, Randomized, Placebo-Controlled, Multicenter Study to Assess the Safety, Tolerability, and Efficacy of xxx in Obese Subjects, Merck & Co. (Protocol 006), Sep02.

A Double-Blind, Randomized, Placebo-Controlled, Multicenter Study to Assess the Safety, Tolerability, and Efficacy of xxx in Obese Patients, Merck & Co. (Protocol 011), Sep03.

A Double-Blind, Randomized, Placebo-Controlled, Multicenter Study to Assess the Safety, Tolerability, and Efficacy of xxx in Combination with xxx or xxx in Obese Subjects, Merck & Co. (Protocol 015), Feb04

A Study to Assess the Safety and Efficacy of xxx in Obese Patients, Merck (Protocol 006), Jul04.

A 12-Week, Dose-ranging, Double-blind, Randomized, Placebo-controlled, Parallel-group Study to Assess the Safety and Efficacy of xxx in Obese Patients, Arena/PPD (Protocol APD356-004), Jun05.

A Double-Blind, Randomized, Placebo-Controlled, Multicenter Study to Assess the Safety, Tolerability, and Efficacy of xxx in Obese Patients, Merck (Protocol 001), Jun05.

A Two Year Study to Assess the Efficacy, Safety, and Tolerability of xxx in Obese Patients, Merck (Protocol 015), Jun05.

An 18-Month Study to Assess the Efficacy, Safety, and Tolerability xxx in Obese Patients, Merck (Protocol 020), Aug05.

Double-Blind, Multi-Center, Randomized, Parallel-Group, 16-Week Study of x, x, or x  mg/day xxx Administered Orally Once-A-Day with or without a Low Calorie Diet Lead-in In Obese Males and Females, Shionogi/ICON (Protocol 0509A2821), Oct05.

Open-Label Extension of Initial 16-Week Proof-of-Concept Study to Continue Administration of xxx Orally Once-A-Day for 6 Additional Months (i.e. 28-weeks) in Obese Males and Females, Shionogi/ICON (Protocol 0517A2322), Feb06.

A 104-Week, Double-blind, Randomized, Placebo-controlled, Parallel-group Study to Assess the Safety and Efficacy of xxx in Obese Patients, Arena/ICON (Protocol APD356-009), 2007.

A 2-Year Study to Assess the Efficacy, Safety, and Tolerability of xxx in Obese Patients, Merck (Protocol 015), 2007.

A 52 –Week, Double-Blind, Randomized, Placebo-controlled, Parallel-group Study to Assess the Safety and Efficacy of xxx in Overweight and Obese Patients; Behavior Modification and xxx Second Study for Obesity Management (BLOSSOM), Arena/PharmaLinkFHI (Protocol APD356-011), Oct07,
Urology

Sub-Investigator:

An Open-Label Multicenter Study To Assess The Efficacy And Safety Of Daily Oral Administration Of x And x Mg xxx In Patients Who Wish To Switch From xxx For The Treatment Of Overactive Bladder Symptoms, Yamanouchi/i3Research (Protocol 905-UC-006), Jun04.

A Phase 3, Parallel Group, Randomized, Double-blind, Placebo controlled Multicenter Trial to Investigate the Efficacy, Tolerability and Safety of xxx in Subjects with Overactive Bladder Syndrome, Schwartz BioSciences (Protocol SP584), Aug04.

A Randomized, Double-Blind, Placebo-Controlled, Parallel-Group, Multicenter Study To Assess The Efficacy And Safety Of Daily Oral Administration Of  x and x mg In Patients Not Previously Exposed To x Drugs For The Treatment Of Urgency Associated With Overactive Bladder, Yamanouchi/i3Research (Protocol 905-UC-005), May04.

Long-Term Open-Label Extension Trial for subjects completing the Phase 3 Trial of xxx for the treatment of overactive bladder syndrome, Schwarz BioSciences (Protocol SP739), Dec04.

General Women’s Health

Sub-Investigator:

A Multicenter, Double-Blind, Randomized, Placebo-Controlled, Crossover Study to Evaluate the Efficacy of a Monophasic Oral Contraceptive Preparation, Containing xxx x mg/xxx x mcg (as xxx), in the treatment of Premenstrual Dysphoric Disorder (PMDD), Berlex (Protocol 305141), Apr02.

A Phase II, Randomized, Double-Blind, Placebo-Controlled Study of xxx in Endometriosis, Neurocrine (Protocol NBI-56418-0501), Apr05.

A Multicenter, Randomized, Double-Blind, Placebo-Controlled Study of a Combination of xxx and xxx in a Continuous Daily Regimen in Subjects with Premenstrual Dysphoric Disorder, Wyeth/LBR Regulatory (Protocol 0858A4-316-NA), Jul05.

A Prospective, Randomized, Parallel, Double-Blind, Controlled Study of a Multi-Component Medical Food for the Relief of Breast Pain Associated with Fibrocystic Breast Disease, Ross Products Division, Abbott Laboratories (Protocol SRGN03), Sep05.

A Phase III, Randomized, Double-Blind, Placebo-Controlled, Multicenter Study of xxx gel for Cyclical Mastalgia in Otherwise Healthy Pre-Menopausal Women, Ages 18-50 with Regular Menstrual Cycles, Ascend/Chiltern (Protocol 05-4-OHT-03), Oct05.

A Multicenter, Double-Blind, Randomized, Parallel-Group, Placebo-Controlled, 7 Cycle Duration (196 days), Phase 3 Study of xxx tablets for the Treatment of Dysfunctional Uterine Bleeding, Berlex/Quintiles (Protocol 308960), Nov05.

A Twelve-Week Randomized, Double-Blind, Placebo-Controlled, Parallel Group, Forced Titration, Proof of Concept Study to Assess the Efficacy, Safety and Tolerability as well as the Pharmacokinetic Profile of x mg and x mg of xxx administered once daily vs Placebo in Women with Overactive Bladder, GSK (Protocol NKB105022), Nov05.

Other

Principal Investigator:

A randomized, double-blind, placebo-controlled, parallel-groups study to examine the safety, tolerability, and efficacy of xxx x mg and x mg for the acute treatment of migraine (Protocol 161-00), Merck, Aug01.

A Phase III Pivotal, Multi-Center, DoubleBlind, Randomized, Placebo-Controlled Mono-therapy Study of xxx for Treatment of Fibromyalgia, Forest Research Institute (Protocol MLN-MD-02), May05.

An Extension Study of xxx for the Treatment of Fibromyalgia, Forest Research Institute (Protocol MLN-MD-04), Nov05.

Sub-Investigator:

A 12-week, open-label, non-randomized, multicenter study to evaluate the patient’s perception of outcome after treatment with xxx in overactive bladder patients dissatisfied with previous xxx therapy, Novartis (Protocol CDAR328A2404), May06.

Effect of xxx on Events of Migraine with Premiere:  ESCAPE Migraine Trial   St. Jude Medical (Protocol 1202-001), 2007.

A Phase 2, Randomized, Parallel Group, Multi-Center, Multi-National Study for the Evaluation of Safety of Four Fixed Dose Regimens of  in Subjects with Non-Valvular Atrial Fibrillation, Daiichi-Sankyo/ICON (Protocol DU176b-PRT018), 2007.

Efficacy and Safety of x mg/day of xxx on Sleep Maintenance Insomnia with a Sub-Study of the Effect of xxx on Stable Type II Diabetes Mellitus:  A 12-Week Multi-Center, Randomized, Double-Blind, Placebo-Controlled Study, Sanofi-Aventis (Protocol LTE6672), 2007.

