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OFFICE ADDRESS: Mood Disorders Program 
 10524 Euclid Avenue, 12th floor,  
 Mail Stop WLK-5080 
 Cleveland, Ohio 44l06 
 
 Telephone: 216/844-2865 
 Home: 216/752-9569 
 Mobile: 216/533-7960 
 FAX 216/844-2875 
 E-mail: Joseph.Calabrese@UHhospitals.org 
 Mood Disorders Program website: http://case.edu/mdp 
 
DATE & PLACE OF BIRTH: February 7, 1953 
 Cleveland, Ohio 
                            
EDUCATION: 
 
  9/72 – 5/76 B.S. Xavier University  
 (major in biology, summa cum laude) 
 
  7/76 – 6/80 M.D. Ohio State University College of Medicine 
 (degree awarded with Honors in Psychiatry) 
 
  7/80 – 6/81 Resident in Internal Medicine 
 Cleveland Clinic Foundation 
 Cleveland, Ohio 
 
  7/81 – 6/84 Resident in Psychiatry 
 Cleveland Clinic Foundation 
 Cleveland, Ohio 
 
  7/82 - 6/84 Chief Resident 
 Department of Psychiatry 
 Cleveland Clinic Foundation 
 Cleveland, Ohio 
 
  7/84 – 6/86 Research Fellowship, Intramural Program 
 Section, Clin. Neuroendocrinology, Director, Phillip Gold, 
 Biological Psychiatry Branch, Director, Robert Post, M.D. 
 National Institute of Mental Health 
 Bethesda, Maryland 
 
PROFESSIONAL EXPERIENCE: 
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  5/07  ‘Bipolar Disorders Research Chair’ awarded. To be renamed 

the “Joseph R. Calabrese Bipolar Disorders Research Chair” 
upon retirement or death, which ever comes first. 

 
  7/03 – Present Co-Director, Bipolar Disorders Interventions and Services 

Research Center 
 
  11/89 - Present Director, Mood Disorders Program 
 Department of Psychiatry 
 University Hospitals of Cleveland 
 Cleveland, Ohio 
   
  1/01 – 10/07 Director, Division of Ambulatory Care 
 Department of Psychiatry 
 University Hospitals of Cleveland 
 Cleveland, Ohio 
 
  7/05 Cleveland Clinic Lerner College of Medicine Clinical 

Research Summer Program Preceptor 
 
  5/96 Professor of Psychiatry with tenure 
 Case University School of Medicine 
 Cleveland, Ohio   
 
  9/96 – 9/07 Co-Director, Stanley Medical Research Institute 
 Bipolar Dis. Early Intervention Clinical Research Center 
 Case University School of Medicine 
 Cleveland, Ohio 
 
  9/94 – 9/00 Vice Chairman, Clinical Affairs 
 Department of Psychiatry 
 University Hospitals of Cleveland 
 Cleveland, Ohio  
 
  5/97 – 5/98  Associate Medical Director for Behavioral Health 
 QualChoice Health Plan, Inc. 
 Cleveland, Ohio 
 
  12/94 – 5/97 President & Chief Executive Officer 
 University Behavioral Health Care, Inc. 
 Cleveland, Ohio 
 
  5/89 – 5/96 Associate Professor of Psychiatry 
 Case University School of Medicine 
 Cleveland, Ohio 
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  12/89 – 1/95 Medical Director, Adult Inpatient Unit 
 University Hospitals of Cleveland 
 Cleveland, Ohio 
 
  7/86 – 11/89    Head, Manic Depressive Clinic 
 Department of Psychiatry 
 Cleveland Clinic Foundation 
 
COMMUNITY SERVICE: 
 
1/06 – ongoing Member, OHIOCARES Committee meeting, Ohio National 

Guard 
 - Member, Sub-Committee on Quality Improvement, Tricare 

Healthcare for the Reserve Component 
 - Chair, Provide Issues Committee 
 
1/06 – 3/06 NARSAD Fund Development, Sarasota and Palm Beach, 

Florida 
 
11/02 – Present Medical Advisor, Ohio Depression and Bipolar Support 

Alliance (DBSA) 
 
  6/02 – Present External Advisor to Canadian Consortium on Bipolar 

Disorder  
 
  9/00 – Present Member, Chapter Professional Advisors Committee, DBSA 
 
  1/97 - 2005 Medical Advisor, Alliance Mentally Ill of Metro Cleveland 
 National Alliance for the Mentally Ill 
 Cleveland, Ohio 
 
  9/92 - Present Member, National Scientific Advisory Board, DBSA 
 Chicago, Illinois 
 
  3/4 – Present Member, Executive Committee, Scientific Advisory Board, 

DBSA 
 
  9/92 - 2005 Medical Advisor, Alliance for the Mentally Ill  
 of Cuyahoga County 
 National Alliance for the Mentally Ill 
 Cleveland, Ohio 
 
  1/87 - Present Professional Advisor, Cleveland Chapter, DBSA 
 Cleveland, Ohio 
 
 
SCIENTIFIC REVIEW OF RESEARCH APPLICATIONS: 
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Ad Hoc Reviewer for the National Institute of Mental Health, including:  
1. Intramural reviews: 
2. Extramural reviews:  

a. Ad hoc Intervention and Services submissions 
b. Chairperson, ASCEND Special Emphasis Panel/Scientific Review Group ERB-

W(04) 2005 and 2006. 
c. Ad hoc P20s and P30s submissions 
d. Loan Repayment Program submissions in 2002 and 2004 

 
Ad Hoc Reviewer Canadian Institutes of Health Research 
 
Ad Hoc Reviewer Medical Research Council of the United Kingdom 2000-2007 
 
Ad Hoc Stanley Medical Research Institute 1999-2005 
 
Ad Hoc Reviewer for The Netherlands Organization for Health Research and Development 
(ZONMW) 
 
Ad Hoc Reviewer for VA Cooperative Studies Genetics Subcommittee 

 
COMMITTEE INVOLVEMENT: 
 
  8/06 – present Member, Dean’s Research Advisory Board, Case Western 

Reserve University School of Medicine Research Institute 
 
  2008 Member, World Federation of Societies of Biological 

Psychiatry Guidelines for the Biological Treatment of 
Bipolar Disorder on the Treatment of Mania Task Force 

 
  2004 – 2009 Member, Committee on Education and Training 
 America College of Neuropsychopharmacology 
 -  Chair, Sub-Committee on Expanding ACNP Education  
 
  6/03 – 6/06 Member, Committee on Appointments, Promotions,  
 and Tenure, Case Western Reserve School of Medicine 
 
  6/05 – 6/06 Co-Chair, Committee on Appointments, Promotions, 
 and Tenure, Case Western Reserve School of Medicine 
 
  11/11/03 Depression and Bipolar Support Alliance Consensus 

Conference of Dual Diagnosis Mood Disorders, Washington 
D.C. 

 
  6/92 - Present Member, Executive Committee 
 Department of Psychiatry 
 University Hospitals of Cleveland 
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  6/92 - Present Member, Pharmacy and Therapeutics Committee 
 University Hospitals of Cleveland 
 
  5/05-7/05 Ad Hoc P & T Committee on SSRIs on the Formulary 
 University Hospitals Health System 
   
6/97 - Present Member, Board of Trustees 
 Clinical Neuroscience Research Foundation 
 Department of Psychiatry 
 
  6/94 - Present Member, Board of Trustees 
 University Psychiatrists of Cleveland, Inc. 
 Department of Psychiatry Practice Plan 
 
  1/02 – 12/02 World Federation of Societies of Biological Psychiatry Task 

Force on Treatment Guidelines for Bipolar Disorder 
 
  5/00 – 3/01 Behavioral Health Peer Review Committee 
 QualChoice Health Plan, Inc 
 University Hospitals Health System 
 
  7/00 – 7/01 Impaired Physicians/Provider Committee 
 University Hospitals of Cleveland 
 
  5/95 – 3/01 Clinical Quality Improvement Committee 
 QualChoice Health Plan, Inc. 
 University Hospitals Health System 
 
  5/98 – 3/01 Credentialing Committee 
 QualChoice Health Plan, Inc. 
 University Hospitals Health System 
 
  6/98 - 9/00 Search Committee for the Chairman 
 Department of Psychiatry 
 Case Western Reserve University School of Medicine 
 
  3/96 – 9/98 Managed Care Contracting Committee 
 University Faculty Practice Association 
 Case Western Reserve University 
 University Hospitals of Cleveland 
 
  5/94 – 7/98 Medical Advisory Council 
 QualChoice Health Plan, Inc. 
 University Hospitals Health System 
 
  1/90 – 7/92 Chairman, Electroconvulsive Therapy Committee 
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 Department of Psychiatry 
 University Hospitals of Cleveland 
 
  4/90 – 4/91   Depression Panel, Council on Scientific Affairs 
 American Medical Association 
 Chicago, Illinois 
 
  1/90 – 3/93 Education Committee 
 Department of Psychiatry 
 University Hospitals of Cleveland 
 
  7/89 – 9/97 Examiner, American of Psychiatry and Neurology 
 Deerfield, Illinois 
 
  7/86 – 11/89 Human Research Committee, CNS,  
 Cleveland Clinic Foundation 
 
  7/86 – 11/89 Education Committee 
 Department of Psychiatry 
 Cleveland Clinic Foundation 
 
HONORS & AWARDS: 
 
5/08 2008 Gerald L. Klerman Lifetime Achievement Award, 

given annually by National Depression and Bipolar Support 
Alliance in recognition for a sustained record of outstanding 
lifetime scientific contributions, including service to the 
research community, contributions to training and mentoring 
young researchers, and advocacy for people living with 
mood disorders (including disadvantaged and underserved 
populations). 

 
 5/07 Awarded the Bipolar Disorders Research Chair whose 

name will be changed to the Joseph R. Calabrese, MD 
Bipolar Disorder Research Chair upon Dr. Calabrese’s 
retirement or death. 

 
 5/06 ‘Ellis Island Medal of Honor’ awarded annually by the 

National Ethnic Coalition of Organizations to a group of 
distinguished Americans citizens who are internationally 
recognized for professional service to humanity, who also 
have a special commitment to preserving ancestral values 
and building bridges between ethnic and racial groups. 

 
  10/04 NARSAD Lifetime Achievement Award for Psychiatric 

Research: “The Nola Maddox Falcone Prize for Affective 
Disorders (formerly the Selo Prize and the Lieber Prize)”. 
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Awarded to outstanding scientists carrying out work on the 
causes, pathophysiology, treatment, or prevention of 
affective disorders 

 
  5/03 ‘Dorothea Dix Humanitarian’ of the Year for work done in 

dual diagnosis bipolar disorder, Depression and Bipolar 
Support Alliance, Toledo, Ohio. 

 
  6/93 Annual Staff Teacher of the Year, Department of 

Psychiatry, CWRU School of Medicine, University Hospitals 
of Cleveland. 

 
  9/91 National Young Investigator Research Award, National 

Depressive and Manic Depressive Association (now known 
as the Depression and Bipolar Support Alliance) 

 
  6/89 Annual Staff Teacher of the Year Award, Department of 

Psychiatry, Cleveland Clinic Foundation 
 
  6/88 Annual Staff Teacher of the Year Award, Department of 

Psychiatry, Cleveland Clinic Foundation 
     
  6/84 Richard M. Steinhilber, M.D. Resident Research Award, 

Department of Psychiatry, Cleveland Clinic Foundation 
 
  6/80 Award for outstanding performance in psychiatry, Ohio State 

University College of Medicine 
 
  7/74 Northeast Ohio Heart Association Medical Student 

Research Award, Cleveland Clinic Foundation 
 
  6/73 Northeast Ohio Heart Association Medical Student 

Research Award, Cleveland Clinic Foundation 
 
BOARD CERTIFICATION: Diplomat, Am. Board of Psychiatry and Neurology, 1989 
 
AFFILIATIONS: American College of Neuropsychopharmacology 
 -  Fellow Status achieved 2007 
 American Psychiatric Association (Fellow) 
 American Medical Association 
 European College of Neuropsychopharmacology 
 International Society for Bipolar Disorders 
 International Society of Clinical Trial Methodology 
 Society of Biological Psychiatry 
 
EDITORIAL BOARDS: Biological Psychiatry 2008 Impact Factor – 8.4567.154 
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    #4 of 94 Psychiatry journals and #13  
    of 211 Neuroscience journals 
    Citation rate #3 in Psychiatry and  
    #12 in Neurosciences 
 Bipolar Disorder An International Journal of Psychiatry 
    and Neurosciences 
    2007 Impact Factor – 4.443 

#13 out of 94 rated psychiatric 
journals 

 Bipolar Disorders: Reviews and Commentaries 
 Clinical Practice and Epidemiology in Mental Health 
 Current Psychosis and Therapeutics Reports 
 Neuropsychiatry Disease and Treatment 
 African Journal of Psychiatry – Advisory Board 
 Psychiatry– Advisory Board 
 Indian Journal of Psychiatry 
 
REFEREE FOR JOURNALS: Acta Psychiatrica Scandinavica 
 Adis Drug Evaluations 
 American Journal of Psychiatry – Impact Factor: 8.286 
 Annals of Neurology 
 Archives of General Psychiatry – Impact Factor: 12.642 
 Biological Psychiatry – Impact Factor: 8.456 

Bipolar Disorder 
 CNS Drugs 
 European Archives of Psychiatry and Clinical Neuroscience 

 European Neuropsychopharmacology 
 European Psychiatry–Journal Assoc. European Psychiatrists 
 Family Practice 
 JAMA 
 Journal of Bipolar Disorder 
 Journal of Clinical Psychiatry – Impact Factor: 5.038 
 Journal of Psychopharmacology 
 Journal of Clin. Psychopharmacology-Impact Factor: 5.145 
 Journal of Psychiatric Research 
 International Clinical Psychopharmacology 
 International Journal of Neuropsychopharmacology 
 International Journal of Psychiatry in Medicine 
 The Lancet 
 Neurology 
 Neuropsychobiology 
 Neuropsychopharmacology – Impact Factor: 5.369 
 Psychiatry Research 
 Psychological Medicine 
 Psychosomatic Medicine 
 Psychosomatics 
 Schizophrenia Bulletin 
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 Therapeutic Drug Monitoring 
 
Mood Disorder Subspecialty Clinical Fellows, Research Fellows, Mentees: 
 
Paul Markovitz, MD, PhD 1989-1991 – Primary Mentor for Research Fellow 
Mark Woyshville, MD 1991-1992 – Primary Mentor for Research Fellow 
Neli Fu, MD    1995-1996 – Primary Mentor for Clinical Fellow 
Gretchen Gardner, MD   1994-1995 – Primary Mentor for Clinical Fellow 
Robin Bailey, MD   1992-1993 – Primary Mentor for Clinical Fellow 
Hossein Fatemi, MD, PhD  1994-1996 – Primary Mentor for Clinical Fellow 
Mary Kujawa, MD, PhD  1995-1996 – Primary Mentor for Clinical Fellow 
 
Omar Elhaj, MD  2003-2005 – Primary Mentor for Research Fellow 
    - 2004 Career Development. Institute Awardee 
    - 2004 NCDEU New Investigator Awardee 
 
Martha Sajatovic, MD  2003-2008 – K23 Co-Mentor 
    ‘Bipolar Disorder, Subjectivity and Treatment Adherence’ 
 
Keming Gao, MD, PhD 2004 - 2006 Primary Mentor for Research Fellow & Faculty 
    - 2005 NCDEU New Investigator Awardee    
    - 2005 Career Development Institute Awardee   
     - 2006 NARSAD Young Investigator Awardee 
    -2008 and 2009 AstraZeneca Investigator Initiated Awards 
 
Christine Baran, MD  2005 Primary Mentor-CCLCM Summer Research Medical Student 
 
Michael Ostacher, MD  2006 – 2011 - K23 Off site co-Mentor 
 
Guohua Xia, MD, PhD  2005 - 2007 – Primary Mentor for Research Fellow 

  - 2005 NARSAD Young Investigator Award 
  - 2006 NCDEU New Investigator Awardee 

 
David Kemp, MD: 2006 – 2008 Primary Mentor for Research Fellow & Faculty 

 - 2007 Career Development Institute Awardee for Bipolar Disorder 
 - 2007 KL2 Clinical Research Scholar Awardee (~$250K) 
 “Antidiabetic Drugs in the Treatment of Major Depression Co-morbid with  

Metabolic Syndrome” 
 - 2007 NCDEU New Investigator Awardee 
 - 2007 ISBD Bipolar Disorders Research Fellowship Awardee ($20K) 
 - 2008 NARSAD Young Investigator Award ($60K) 

- 2008 Grossman Family Trust Fund Junior Investigator Awardee ($150K) 
- Instructor (Calabrese) for CRSP Thesis M.S. (Thesis) Class 12135 Fall 
2008 & Spring 2009 

 
Dorothy Sit, MD:  2008 – Off-site K23 mentor for Junior Faculty@ Univ. Pitts. 
    2008 – ISBD Bipolar Disorders Research Fellowship Awardee 
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    2009 – K23 NIMH Awardee, priority score 130 
‘Efficacy of Bright Light Therapy Vs. Placebo for Bipolar 
Depression: A Randomized’ 

 
Ronald Hickman, RN, PhD: KL2 Awardee 2008-2011 - Career Development (MAC) Mentor 

‘Predicting Self-Management Capacity, Health Outcomes, and 
Resource Utilization in Recipients of Ventricular Assist Devices’ 

 
Bryan Tolliver, MD, PhD: 2009 – Offsite Mentor for K23 NIAAA Awardee, priority score 153  

‘Treatment of Alcohol Dependence and Co-Morbid Bipolar 
Disorder‘ 

 
Melissa Pinto-Foltz, RN,PhD: 2009 – KL2 Awardee – Career Development (MAC) Mentor 

Assessment of Bias Regarding Mental Illness Across Generations 
Within a Family 

 
 

RESEARCH 
 
 
NIMH/FEDERAL FUNDING: 
 
ONGOING: 
 
1. Bipolar Disorder Across the Life Span (P20), Developing Center for Interventions and Services 

Research. PI – Joseph R. Calabrese, M.D. (45%), Co-PI – Robert Findling, M.D. 
  
  Source: NIMH P20 MH-66054 
  Project Dates: 9/1/03 – 9/30/08 
  Total Award: $2,967,934 

 
The primary objective of this funding is to build and maintain a network of sites to conduct 
phenomenologic and clinical trials research that concurrently address issues of efficacy and 
effectiveness in underserved populations of bipolar disorder across the life cycle, including those at 
community mental health centers, children and adolescents, and those currently abusing alcohol 
and/or drugs. 

 
2. Lithium Treatment - Moderate dose Use Study (LiTMUS): A Randomized Controlled 
 Effectiveness Trial Proposal from the Bipolar Trials Network. Coordinating PI: 
 Andrew Nierenberg. Site PI: Joseph R.Calabrese, MD 
 
  Source: NIMH Contract 
  Project Dates: 3/1/08 – 2/28/11 
  Total Award: $598,054 

 
This study will assess the effectiveness of lithium added to treatment as usual (TAU) in a 
generalizeable group of patients with bipolar disorder. Pharmacoepidemiological data suggests that 
lithium use has declined over the last decade and replaced with more expensive marketed medications 



        JOSEPH R. CALABRESE, M.D. 
        Page #11 
 
 

 

that may or may not result in better outcomes. The study addresses an important public health 
question:  do tolerable doses of lithium included as part of TAU improve outcomes and decrease the 
need for medication changes over 6 months of follow-up? 
 

3. Resilience and Risk Factors Associated With Combat-related Posttraumatic Psychopathology.  
PI – Joseph R. Calabrese, M.D. Co-PI – Marijo Tamburrino, MD. Director of Research 
Method Core – Sandro Galea, MD, PhD. Director of the Genetics Repository – Israel Liberzon, 
MD, PhD 

  
  Source:   Department of Defense (DoD) Total Awards 
     Summary: FY06 - $4.5m 
       FY07 - $2.6m 
       FY08 - $2.8m 
       FY09 - $2.4m (CR as of 9/24/08) 
       Total = $12.3m 
       Average per year = $3,075,000 
  Source 2006:   Department of Defense (DoD) 
     FY 06 House of Representative Appropriation 
     ARMY RDT&E  
     Defense Research Sciences (R-1,2), pg 345 
     Conference Report: H.R. 109-359, 18 Dec 05 

PE: 611102, Project T61, title: National 
Research Consortium for Stress Induced 
Neurochemically Based Mood Disorders 

  Project Dates:   FY 2006 
  Total Award:   $4,500,000 
  Direct Award:   $4,215,000 
  DoD MOMRP External Indirects: 6.822% 
  University Hospitals Indirects:  54.5%  
  University of Toledo:   48.3% 
  Final Award Available to Project:  $3,496,876 
 
  Source 2007:   Department of Defense 
     FY 07 House of Representative Appropriation 
     ARMY RDT&E 
     Defense Research Sciences (R-1,2), page 237 

Conf. Report 109-676 to HR 5631 25 Sept 06 
Recurring ADD for PE: 611102, Project T61 
under new title: Combat Mental Health 
Initiative 

  Project Dates:   FY 2007 
  Total Award:   $2,600,000 
  Direct Award:   $2,216,000 
  DoD TATRC External Indirects: ~15.07143% 
  Institutional Internal Indirects (F&A): 35% 
  Final Award Available to Project:  $1,911,665 

 
  Source 2008:   Department of Defense 
     FY 08 House of Representative Appropriation 
     ARMY RDT&E 
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     Defense Research Sciences (R-1,2), page 249 
Conf. Report 110-434 to HR3222 06 Nov 2007 
Recurring ADD for PE: 611102 
Under title: Combat Mental Health Initiative 

  Project Dates:   FY 2008 
  Total Award:   $2,800,000 
  Direct Award:   $2,378,000   
  DoD TATRC External Indirects: ~15.07143% 
  Institutional Internal Indirects (F&A): 35% 
  Final Award Available to Project:  $2,006,000 
  ------------------------------------------------------------------------------------------------------------- 
  Total Cumulative Award since 06’, 07’, 08’  $9,900,000 
  Total Cumulative Award after DoD indirects since 2006: $8,750,000 
  Total Cumulate Award Available to Project:  $7,414,541 
  Average per year available to project:   $2,471,513.60 

 
 The general objective of these grants is to create a research infrastructure capable of supporting a 
 series of projects that evaluate the relationships between resilience and risk factors, both cross-
 sectionally and longitudinally, associated with the development of post-deployment combat-
 related posttraumatic psychopathology in both VA treatment seekers and non-treatment seekers. 
 The initial project for this Initiative is an osbservational survey study which uses a cross-sectional 
 study sample to form a longitudinal prospective cohort to study the relationships between pre-
 existing mental illness/substance use disorders, deployment to OIF or OEF, and post-deployment 
 related mental health and overall psychosocial adjustment. The proposed study will evaluate 
 several groups of the Ohio National Guard: 1) those deployed to OIF (Iraq, Kuwait, or Qatar), 2) 
 those deployed OEF (Afghanistan), 3) those deployed to other areas of conflict (Bosnia, Turkey, 
 Uzbekistan, Kosovo, on a ship, or other), 4) those deployed domestically, and 5) those not 
 deployed.  Research visits will be conducted at the time of enlistment, every 12 months for up to 
 10 years, and 90-180 days after each deployment. This project is designed to enroll up to 3,000 
 members of the Ohio National Guard between 2007 and 2010, and conduct research assessments 
 at up to 15 time-points through 2020. 
 
4. Bipolar Trials Network (BTN). Director: Andrew A. Nierenberg, MD; Co-Director: Lauren 

Marangell, MD; CWRU Site PI: Joseph R. Calabrese, MD (10%). 
  
  Source: Extension of Contract No. N01MH80001 (Center for Treatment 

of Bipolar Disorder) 
  Project Dates: 11/05 
  Total Award: $50,904 per year 

 
This project will be used to maintain a clinic registry database that includes contact information and 
relevant demographic and clinical variables. New patients who enter the Mood Disorders Program 
will also be tracked and the National Coordinating Center will maintain a de-identified database to 
track the overall characteristics of patients for all sites. IRB permission will be obtained for the pilot 
registry. Process and informed consent obtained. Efforts will also be made within the limits of the 
budget for each site to keep their clinic patients informed of new protocols through the use of 
newsletters, postcards, postings on websites, etc. 
 
 Committee Participation Dr. Calabrese 
 Executive Committee – member  
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 Steering Committee – Co-Chairperson 
 Publication Committee – Chair 
 Protocol Review Committee – Co-Chair 
 Industry Liaison Committee – member 
 Measurement and Assessment Committee - member 

 
5. Acute Pharmacotherapy of Late Life Mania. Coordinating Multisite PI: Robert Young, MD, 

Site PI Martha Sajatovic, MD, CWRU Co-Investigator Joseph R. Calabrese, MD.  
  
  Source: NIMH R01 
  Project Dates: 6/03 – 6/08 
  Total Award: $1,382,500 

 
The first randomized, double-blind, controlled comparison of lithium and divalproex in elders with 
bipolar I manic, mixed, and hypomanic episodes, designed to test differences in side effects and 
benefits under dosing conditions relevant to geriatric practice. Hospitalized and ambulatory patients 
(n = 306) aged 60 years and older will be studied for 9 weeks. 

 
FEDERAL UNDER REVIEW: 
 
1. Pharmacogenetics of Mood Stabilizer Response in Bipolar Disorder (U01/U19). PI – Joseph R. 

Calabrese, M.D. 
   
  Source: RFA-GM-04-002 
  Project Dates: 04/01/2010 – 03/31/2015 
  Total Award: $1,017,671 
  Direct Costs: $648,198 

 
Mood stabilizer treatment is central to the pharmacological management of patients with bipolar 
disorder. However, response to such agents is highly variable between individuals often resulting in a 
lengthy trial and error process of medication optimization that can last years. There is a great need for 
a better predictor of response which would guide physicians to the optimum medication in a more 
efficient fashion. Genetic differences likely explain a substantial portion of this variability. The goal 
of this project is to identify genetic variants that are associated with response to mood stabilizer 
medications that might ultimately be useful as a predictive test. Our 11 site consortium has recently 
completed collection of over 4,500 bipolar subjects for a large genetic study. 2,000 retrospective 
subjects will be collected from both re-contact of these previous cases and recruitment of new 
retrospective cases. The prospective sample of 960 subjects will be collected through an eight site 
multicenter trial. Patients will be recruited, screened and stabilized first on lithium monotherapy over 
a 3 month period. After one month observation, they will enter the maintenance phase and followed 
for 2 years. The primary outcome measure will be time to relapse. Patients who fail lithium will be 
crossed over to valproic acid, those failing both drugs will enter the treatment as usual arm. 
Genomewide association will be performed on the retrospective sample and positive SNPs replicated 
in the prospective sample. Secondary analyses will include genomewide association of the 
prospective sample alone and in meta-analysis with the retrospective sample. These analyses will be 
guided in part by studies of lithium’s mechanism of action in neuronal cells derived from induced 
pluripotent stem cells in turn derived from skin fibroblasts from lithium responders and non-
responders. 

 
FEDERAL COMPLETED: 
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1. Combination Therapy in Rapid Cycling Bipolar Disorder (R21). PI – Joseph R. Calabrese, 

M.D. 
   
  Source: R21 (Exploratory/Development Grant) MH-62650 
  Project Dates: 2/1/2002 – 1/31/2005 
  Total Award: $573,750 

 
The primary objective of this study is to compare the efficacy of the triple regimen 
lithium/divalproex/blinded lamotrigine to lithium/divalproex/placebo in the acute and continuation 
treatment of patients with rapid cycling bipolar disorder over a six month randomized phase.  

 
2. Double-blind, Longitudinal Evaluation of the Efficacy and Safety of the Combination of 

Lithium and Divalproex Versus Lithium Monotherapy in Rapid-Cycling Bipolar Patients Who 
Are Abusing Alcohol, Cannabis, and/or Cocaine (RO1-S).  PI – Joseph R. Calabrese, M.D. 

  
  Source: R01 MH-50165 (Supplement) 
  Project Dates: 10/1/97 – 12/01 
  Total Award: $674,938 

 
The primary objective of this study is to compare the efficacy of the combination of lithium and 
divalproex as compared to lithium monotherapy in the prevention of episodes in patients with rapid 
cycling bipolar disorder who are currently abusing alcohol, cannabis, and/or cocaine. 

 
3. Double-Blind, Longitudinal Evaluation of the Efficacy and Safety of Divalproex and Lithium in 

Rapid-Cycling Bipolar Patients (RO1).  PI – Joseph R. Calabrese, M.D. 
  
  Source: R01 MH-50165 
  Project Dates: 4/95 to 12/01 
  Total Award: $1,232,471 

 
The primary objective of this study was to compare the efficacy of lithium monotherapy to divalproex 
monotherapy in the prevention of episodes in patients with rapid cycling bipolar disorder. 

 
4. Systematic Treatment Enhancement Program (STEP-BD) for Bipolar Disorder - A NIMH 

multicenter study designed to carry out a series of health effectiveness trials. Site PI – Joseph R. 
Calabrese, M.D. 

  
  Source: MH-98-DS-001 (subcontract from Mass. Gen’l Hospital) 
  Project Dates: 8/99 - 10/1/2005 
  Total Award: $874,956 

 
The primary objective of this study is to improve the treatment of bipolar disorder by 1) 
implementing model practice procedures across a network of clinicians, 2) determine the most 
effective somatic and psychosocial intervention strategies for the depressed phase of the illness, 3) 
determine which interventions most effectively prevent relapse, 4) provide a systematic means for the 
translation of novel treatments into clinician practice, and 5) estimate the costs and quality of life 
outcomes in both the acute and long-term setting. 

 
5. Pediatric Bipolar Collaborative Mood Stabilizer Trial. Coordinating PI, Robert Kowatch, Site 
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PI, Robert Findling, Senior Advisor/Unblinded Medical Monitor – Joseph R. Calabrese, M.D.  
10% 

  
  Source:  R01 MH-60814 
  Project Dates: 9/00 to 9/04 
  Total Award: $1,000,000 

 
The primary objective of this project is to compare the efficacy of lithium, divalproex, and placebo in 
the acute management of mania and mixed states in children and adolescents with bipolar I disorder 
to test the hypothesis that divalproex and lithium are equal in efficacy and both are superior to 
placebo.  

 
6. Center of Excellence for the Care and Study of Patients with Bipolar Disorder and Other 

Serious Mental Disorders Accompanied by Alcohol/Drug Abuse Across the Life Cycle.  PI – 
Joseph R. Calabrese, M.D., Co-PI – Robert Findling, M.D. 

  
  Source: Health Resources & Services Admin. (HRSA), U.S. Dept. HHS 
   1 C76 HF 00502-01 
  Project Dates: 8/1/02 
  Total Award: $984,488 

 
 
7. Clinical Research Center for the Study of Major Psychoses. Co-PI. - Psychopharmacology Core 

Joseph R. Calabrese, M.D.   Herbert Meltzer, M.D. – Center Director 
  
  Source: NIMH 
  Project Dates: 9/92 to 8/94  
 
 
TRAINING GRANTS & SENIOR MENTORING FOR YOUNG INVESTIGATOR 
AWARDEES 
 
1. World Psychiatric Association Center of Excellence in Psychiatric Research and Training. 

Primary Mentor  - Joseph R. Calabrese, M.D. 
 
  Source: World Psychiatric Association General Assembly 
  Projected Dates: 2009-2010 
  Contracted Amount: salary, travel, expenses, etc. for one research fellow from a 

low to middle income country 
 
2. NARSAD Young Investigator Award: Glucose Lowering Drugs in the Treatment of Bipolar 

Depression. Young Investigator PI: David E. Kemp, MD. Senior Mentor  - Joseph R. 
Calabrese, M.D. 

 
  Source: NARSAD 
  Projected Dates: 7/08 - 7/10 
  Contracted Amount: $60,000 
 
3. Pioglitazone for Bipolar Depression and Comorbid Metabolic Syndrome or Insulin Resistance. 

PI: David E. Kemp, MD. Senior Mentor  - Joseph R. Calabrese, M.D. 
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  Source: Cleveland Foundation/the donor-advised Grossman Family Trust  
   Fund for Junior Faculty 
  Projected Dates: 10/08 - 107/10 
  Contracted Amount: $150,000 
 
4. Influence of Metabolic Syndrome on Treatment Outcomes. PI: - David Kemp, MD. Senior 

Mentor  - Joseph R. Calabrese, M.D. 
 
  Source: Morley Foundation 
  Projected Dates: 7/07-06-09 
  Contracted Amount: $10,000 
 
 
5. NARSAD Young Investigator Award: A Pragmatic Clinical Effectiveness Trial in Highly 

Multi-morbid Presentations of Anxious Patients with Bipolar I or II Depression Young 
Investigator PI: - Keming Gao, MD, PhD. Senior Mentor  - Joseph R. Calabrese, M.D. 

 
  Source: NARSAD 
  Projected Dates: 7/06 - 7/08 
  Contracted Amount: $60,000 
 
6. NARSAD Young Investigator Award: Use of Transcranial Magnetic Stimulation in the 

Treatment of Bipolar Disorders. Young Investigator PI: - Guohua Xia, MD, PhD, Senior 
Mentor  - Joseph R. Calabrese, M.D. 

 
  Source: NARSAD 
  Projected Dates: 7/06 - 7/08 
  Contracted Amount: $60,000 
 
7. Case/Cleveland Clinic Clinical Research Training Program (K12/KL2) PI: Richard Rudick, 

MD. Joseph R. Calabrese, MD, Research Mentor and Member Multidisciplinary Advisory 
Committee Member 

 
  Source: NIH K12-RR 023264 
  Projected Dates: 7/1/05-7/1/10 
 
8. Antidiabetic Drugs in the Treatment of Major Depression Co-morbdi with Metabolic 

Syndrome (K12) Awardee: David E. Kemp, MD Primary Research Mentor  - Joseph R. 
Calabrese, M.D. 

 
  Source: NIH –RR 023264 
  Projected Dates: 7/1/07 - 7/1/10 
  Contracted Amount: $250,000 over 3 years 
   $34,711 (pilot fund, etc) 
 

There is emerging consensus to support the existence of an overlapping pathophysiology and 
symptom burden between Major Depressive Disorder and the metabolic syndrome. First, this project 
seeks to determine if treatment with antidiabetic drugs can decrease the severity of depressive 
symptoms in major depressive disorder comorbid with metabolic syndrome by improving insulin 
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sensitivity and by reducing the release of immunoinflammatory cytokines. Second, the project will try 
and demonstrate the efficacy of a traditional antidepressant is not medicated by an increase in insulin 
sensitivity or normalization of the cytokine response.  
 

9. Research Development Award. PI: David E. Kemp, MD, Primary Mentor: Joseph R. 
Calabrese, MD 

 
  Source: International Society of Bipolar Disorder  
  Projected Dates: 07-07-6/08 
  Contracted Amount: $20,000 

 
 

10. Research Career Development Institute for Bipolar Disorder. PI: David Kupfer, MD, Core 
Faculty/Mentor: Joseph R. Calabrese, MD 

 
  Source: NIMH R13 077415 
  Projected Dates: 6/05-5/10 
  Contracted Amount: $60,000 

 
A national training program with mentors who span the translational continuum of bipolar research  
to improve and augment research training for promising junior investigators, including those 
interested in basic and neuroscience, academic psychiatrists and psychologists, and health services 
researchers. The goal are to enhance their repertoire of research “survival skills” through an annual  
intensive 3-day training program coupled with annual booster sessions where senior researchers 
provide updates on new methods in psychiatric research and emerging trends in bipolar research 
 

11. Research Training Fellowships in the Therapeutics of Bipolar Disorder. Director: Joseph R. 
Calabrese, MD 

 
  Source: GlaxoSmithKline 
  Projected Dates: 9/25/03 
  Total Award: $285,000 
 

The objective for this program is to provide a research training fellowship opportunity for board 
eligible adult psychiatrists to successfully compete for, and implement, high-quality, NIMH-funded 
research projects in the therapeutics of bipolar disorder across the life cycle. 

 
12. Research Training Fellowships in the Therapeutics of Bipolar Disorder. Director: Joseph R. 

Calabrese, MD 
 
  Source: AstraZeneca 
  Projected Dates: 10/17/05 
  Total Award: $334,200 
 

The objective for this program is to provide a research training fellowship opportunity for board 
eligible adult psychiatrists to successfully compete for, and implement, high-quality, NIMH-funded 
research projects in the therapeutics of bipolar disorder across the life cycle. 

 
13. Research Training Fellowships in the Therapeutics of Bipolar Disorder. Director: Joseph R. 

Calabrese, MD 
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  Source: Lilly 
  Projected Dates: 7/20/05 
  Total Award: $50,000 
 

The objective for this program is to provide a research training fellowship opportunity for board 
eligible adult psychiatrists to successfully compete for, and implement, high-quality, NIMH-funded 
research projects in the therapeutics of bipolar disorder across the life cycle.  

 
14. Research Training Fellowships in the Therapeutics of Bipolar Disorder. Director: Joseph R. 

Calabrese, MD 
 
  Source: Janssen 
  Projected Dates: 9/13/04 
  Total Award: $50,000 
 

The objective for this program is to provide a research training fellowship opportunity for board 
eligible adult psychiatrists to successfully compete for, and implement, high-quality, NIMH-funded 
research projects in the therapeutics of bipolar disorder across the life cycle.  
 

15. Bipolar Disorder, Subjectivity and Treatment Adherence. PI – Martha Sajatovic, MD, Co-
Mentor: Joseph R. Calabrese, MD 

 
  Source: NIMH K23 
  Projected Dates: 9/03-9/08 
  Total Award: $810,000 

 
A mentored patient-oriented research career development award focused on examining the 
relationship between the subjective experiences of patients with bipolar disorder and the 
impact of other factors (e.g., symptoms, gender, social support, substance) on treatment    
adherence. Dr. Calabrese’s role as co-mentor focuses on training in design and 
implementation of studies in bipolar disorder. 
 

16. NARSAD Young Investigator Award: Bipolar Disorder and Periodicity. PI – Mark J. 
Woyshville, MD, Senior Mentor: Joseph R. Calabrese, MD 

 
  Source: NARSAD 
  Projected Dates: 9/92-8/94 
  Total Award: $60,000 
 
FOUNDATION AWARDS: 
 
1. Bipolar Disorder as Predictor of HIV Risk in African American Men. PI: Sana Loue, PhD. Co-PI: 

Joseph R. Calabrese, MD. 
 
              Source: Cleveland Foundation – donor advised fund 
             Project Dates: 7/1/05 – 6/30/07 
             Contracted Amount: $118,786 

 



        JOSEPH R. CALABRESE, M.D. 
        Page #19 
 
 

 

2. Multicenter Study of Lithium, Divalproex, and Blinded Lamotrigine versus Lithium, Divalproex, and 
Placebo in the Acute and Continuation Care of Patients with Rapid Cycling Bipolar Disorder 
Comorbid with Alcohol, Cannabis, and/or Cocaine Abuse or Dependence– A Two Site Study. PI: 
Melvin D. Shelton, MD, PhD, Co-PI – Joseph R. Calabrese, M.D. 

 
              Source: Stanley Foundation # 02T-183 
             Project Dates: 9/02 – 9/05 
             Contracted Amount: $805,230 
 
3. Multicenter Study of Lithium, Divalproex, and Blinded Lamotrigine versus Lithium, Divalproex, and 

Placebo in the Acute and Continuation Care of Patients with Rapid Cycling Bipolar Disorder – A Two 
Site Study. PI – Joseph R. Calabrese, M.D. 

 
              Source: Stanley Foundation 
             Project Dates: 8/00 – 8/02 
             Contracted Amount: $300,000 
 
4. Pilot Study on the Longitudinal Evaluation of the Efficacy and Safety of Divalproex Sodium and 

Lithium in   Rapid-Cycling Bipolar Patients. PI – Joseph R. Calabrese, M.D. 
 
  Source: Stanley Foundation 
  Project Dates: 7/94 - 7/97 
  Contracted Amount: $150,000 
 
5. Early Interventions in Bipolar Disorder Across the Life Cycle Clinical Research Center (Co-PI) 

 
  Source: Stanley Medical Research Institute 
 
  Projected Dates: 7/96 - 7/99 
  Contracted Amount: $925,000 
 
  Project Dates: 7/99-7/03 
  Contracted Amount: $1,700,00 
 
  Project Dates: 7/03-7/06 
  Contracted Amount: $1,275,000 
 

Aripiprazole vs. Placebo in the Acute and Continuation Care of At-Risk Children with Symptoms of 
Bipolar Disorder (Co-PI) 

 
The primary objective of this 12 week study is to test the acute efficacy and the tolerability/safety of 
aripiprazole vs. placebo in 60 outpatient children ages 5-17 with subsyndromal symptoms of bipolar 
disorder who are genetically at risk for developing bipolar disorder as defined by one parent with 
bipolar disorder and one first or second degree relative with a mood disorder and non-responders to a 
course of psychotherapy. 
 
Aripiprazole vs. Placebo in Maintenance Therapy for Children Presenting with Symptoms of Mania 
 
The primary objective of this 72 week study is to test the efficacy and the tolerability/safety of 
aripiprazole vs. placebo in 150 outpatient pre-schoolers ages 4-9 present with symptoms of mania. 
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6. Affective Instability: Quantification, Conceptualization, and Clinical Significance. PI: - Mark 

Woyshville, Mentor  - Joseph R. Calabrese, M.D. 
 
  Source: NARSAD 
  Projected Dates: 7/94 - 7/96 
  Contracted Amount: $60,000/year 
 
7. Prevalence of post operative delirium following urgent coronary artery bypass grafting. PI: - Joseph 

R. Calabrese, M.D. 
 
  Source: Cleveland Clinic Foundation 
  Projected Dates: 1982-1984 
  Contracted Amount: $25,000 
 
 
PHARMACEUTICAL RESEARCH GRANTS: 
 
1. Efficacy and Safety of LuAA39959in Bipolar I or II Depression. Joseph R. Calabrese, MD (Coordinating 

PI), David E Kemp, MD (Site-PI) 
 
 Source: Lundbeck 
          Project Dates: 1/09-12/09 
 Contracted Amount: 83,162  
 
2. An 8-Week Double-Blind, Placebo-Controlled Parallel Group, Fixed-Dosage Study to Evaluate the 

Efficacy and Safety of Armodafinil Treatment (150 mg/day) as Adjunctive Therapy in Adults With 
Major Depression Associated With Bipolar I Disorder. 

 
 Source: Cephalon 
          Project Dates: 8/07-6/08 
 Amount Received: 0 
 
3. A Double-Blind, Randomized, Multicenter, Parallel Study to Evaluate the Efficacy and Safety of 

Quetiapine and Placebo in Currently Depressed Subjects with Bipolar I or II Disorder (BOLDER I). 
Primary Consultant and Site-PI: Joseph R. Calabrese, M.D. 

 
          Source: AstraZeneca 
          Project Dates: 12/02-12/-03 
          Contracted Amount: $135,750 

 
4. A Multicenter, Randomized, Double-Blind, Placebo Controlled Study of Aripiprazole Monotherapy in 

the Treatment of Acutely Manic Patients with Bipolar Disorder. Site-PI – Joseph R. Calabrese, M.D. 
 
 Source: BMS 
           Project Dates:  5/05/11/05 
           Contracted Amount: $279,220 
 
5. Treatment of patients with major depressive disorder with melancholic features. Site-PI – Joseph R. 

Calabrese, M.D. 
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 Source: Merck 
           Project Dates:  10/01 – 2/03 
           Contracted Amount: $122,287 
 
6. Olanzapine in Treatment Refractory Mania. PI – Joseph R. Calabrese, M.D., Co-PI: David Muzina 
 
          Source: Lilly 
          Project Dates: 5/1/01 – 4/02 
          Contracted Amount: $241,000 
 
7. Evaluation of the Safety and Efficacy of Escitalopram in the Prevention of Depression Recurrence. Site-

PI – Joseph R. Calabrese, M.D. 
 
          Source: Forest Labs 
          Project Dates: 10/00 – 10/01 
          Contracted Amount: $125,000 
 
8. A Double-Blind Controlled Study Comparing Two Doses of Lamotrigine to Placebo in the Treatment of 

Bipolar I Depression (40910). PI – Joseph R. Calabrese, M.D. 
 
          Source: Glaxo Wellcome 
          Project Dates: 11/00 – 11/01 
          Contracted Amount: $150,000 
  
9. A Multicenter Study of the Efficacy and Safety of Levetiracetam in Acute Mania in Adults with Bipolar 

Disorder. Site-PI – Joseph R. Calabrese, M.D. 
 
          Source: UCB Pharma 
          Project Dates: 11/00 – 11/0 
           Contracted Amount: $100,000 

 
10. Phase II Multicenter Randomized Comparison of Three Doses of TAK-637 (a substance P antagonist) 

Versus Placebo in the Treatment of Subjects with Major Depressive Disorder. Site-PI – Joseph R. 
Calabrese, M.D. 

 
          Source: Tap Holdings Inc. 
          Project Dates: 3/00 – 2/01 
          Contracted Amount: $183,880  
 
11. Flexible Dose Comparison of the Safety and Efficacy of Lu 26-054, Citalopram, and Placebo in the 

Treatment of Major Depression. Site-PI – Joseph R. Calabrese, M.D. 
 
          Source: Forest Laboratories, Inc. 
          Project Dates: 9/99 – 4/00 
          Contracted Amount: $87,800 
 
12. Placebo-Controlled Evaluation of the Safety and Efficacy of Lu 26-054 in the Prevention of  Depression 

Relapse. Site-PI – Joseph R. Calabrese, M.D. 
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          Source: Forest Laboratories, Inc.  
           Project Dates: 9/99 – 9/01 
           Contracted Amount: $135,558 
 
13. A Multicentre, Double-Blind, Placebo-Controlled, Flexible-Dose Evaluation of the Safety and Efficacy 

of Lamotrigine in the Long Term Treatment of Patients Who Have Bipolar Disorder With Rapid 
Cycling (611). Site-PI – Joseph R. Calabrese, M.D. 

 
  Source: Glaxo Wellcome, Inc. 
  Projected Dates: 1/99 - 5/99 
  Contracted Amount: $80,000 
 
14. A Multicenter, Double-Blind, Placebo-Controlled Evaluation of the Safety and Efficacy of Lamotrigine 

Compared to Placebo in the Treatment of an Acute Hospitalized Manic or Mixed Episodes in Patients 
Who Have Bipolar Disorder (609). Site-PI – Joseph R. Calabrese, M.D. 

 
  Source: Glaxo Wellcome, Inc. 
  Projected Dates: 1/99 - 1/2000 
  Contracted Amount: $125,000 
 
15. An Open-Label Evaluation of the Efficacy, Safety and Dosing of Citalopram in Outpatients With 

Depression. Site-PI – Joseph R. Calabrese, M.D. 
 
  Source: Forest Laboratories, Inc. 
  Projected Dates: 7/98 - 3/99 
  Contracted Amount: $30,000 
 
16. Citalopram Treatment of Depressed Patients Discontinued For Paroxetine Adverse Events. Site-PI – 

Joseph R. Calabrese, M.D. 
 
  Source: Forest Laboratories, Inc. 
  Projected Dates: 7/98 - 3/99 
  Contracted Amount: $30,000 
 
17. Citalopram Treatment of Depressed Patients Discontinued From Fluoxetine For Adverse Events. Site-

PI – Joseph R. Calabrese, M.D. 
 
  Source: Forest Laboratories, Inc. 
  Projected Dates: 7/98 - 3/99 
  Contracted Amount: $30,000 
 
18. A Multicentre, Double-Blind, Placebo-Controlled, Fixed-Dose Evaluation of the Safety and Efficacy of 

Lamotrigine in the Long Term Treatment of Patients Who Have Bipolar I and II Disorder With Rapid 
Cycling (614). Primary Consultant and Site PI – Joseph R. Calabrese, M.D. 

 
  Source: Glaxo Wellcome, Inc. 
  Projected Dates: 4/96 - 7/99 
  Contracted Amount: $98,028 
 
19. An Open, Multicentre, Flexible-Dose Continuation Study of Lamotrigine in Patients with Bipolar 
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Disorder (604). Site-PI – Joseph R. Calabrese, M.D. 
 
  Source: Glaxo Wellcome, Inc. 
  Projected Dates: 6/96 - 7/98 
  Contracted Amount: $48,600 
 
20. A Multicentre, Double-Blind, Placebo-Controlled, Randomized, Fixed-Dose Evaluation of the Safety 

and Efficacy of Lamotrigine in the Long Term Prevention of Relapse and Recurrence of Depression 
and/or Mania in Patients with Bipolar I Disorder Presenting Depressed (605). Primary Consultant and 
Site-PI – Joseph R. Calabrese, M.D. 

 
  Source: Glaxo Wellcome, Inc. 
  Projected Dates: 5/97 - 10/99 
  Contracted Amount: $192,215 
 
21. A Multicentre, Double-Blind, Double Dummy, Placebo and Lithium-Controlled, Randomized, Fixed-

Dose Evaluation of the Safety and Efficacy of Lamotrigine in the Long-Term Prevention of Relapse 
and Recurrence of Mania and/or Depression in Patients with Bipolar I Disorder Presenting Manic (606). 
Site-PI – Joseph R. Calabrese, M.D. 

 
  Source: Glaxo Wellcome, Inc. 
  Projected Dates: 5/97 - 10/99 
  Contracted Amount: $136,771 
 
22. A Double-Blind Controlled Study Comparing Lamotrigine to Placebo in the Treatment of Bipolar I 

Depression (602). PI – Joseph R. Calabrese, M.D. 
 
  Source: Glaxo Wellcome, Inc. 
  Projected Dates: 7/97 - 7/99 
  Contracted Amount: $132,070 
 
23. An Open, Multicentre, Prospective Evaluation of the Spectrum of Efficacy of Lamotrigine in Bipolar I 

and II Disorder (601). Primary Consultant and Site PI – Joseph R. Calabrese, M.D. 
 
  Source: Burroughs Wellcome 
  Project Dates: 12/94 - 12/96 
  Contracted Amount: $61,812 
 
24. Olanzapine Added to Mood Stabilizers in the Treatment of Bipolar Disorder. PI –Joseph R. Calabrese, 

M.D. 
 
  Source: Lilly Research 
  Project Dates: 9/1/97 - 9/1/99 
  Contracted Amount: $226,250 
 
25. Gabapentin Adjunctive Treatment in Patients with Bipolar Disorder. Site-PI – Joseph R. Calabrese, 

M.D. 
 
  Source: Parke-Davis / Warner Lambert 
  Projected Dates: 5/96 - 7/97 
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  Contracted Amount: $62,060 
 
26. Topiramate Pilot, Open-Label Safety and Tolerability Trial in Adults with Acute Mania Protocol. Site 

PI – Joseph R. Calabrese, M.D. 
 
  Source:  R.W. Johnson Pharmaceutical Research Institute 
  Projected Dates: 12/96 – 5 /97 
  Contracted Amount: $24,706 
 
27. Double-Blind, Placebo-Controlled, Parallel Group, Comparative Study of Venlafaxine and Fluoxetine 

in Depressed Outpatients to Measure Onset of Clinical Activity. Site-PI – Joseph R. Calabrese, M.D. 
 
  Source: Wyeth Ayerst 
  Projected Dates: 9/95 - 9/96 
  Contracted Amount: $249,102 
 
28. Double-Blind, Longitudinal Evaluation of the Efficacy and Safety of Divalproex Versus Lithium and 

Placebo in Bipolar Disorder. Primary Consultant and Site-PI – Joseph R. Calabrese, M.D. 
 
  Source: Abbott Laboratories 
  Project Dates: 5/93 to 4/96 
  Contracted Amount: $307,544 
 
29. A Double-Blind, Placebo-Controlled, Comparison of Imipramine and Paroxetine in the Treatment of 

Bipolar Depression. Site-PI – Joseph R. Calabrese, M.D. 
 
  Source: SmithKline Beecham 
  Project Dates: 1/94 to 1/95 
  Contracted Amount: $119,280 
 
30. Amesergide/Fluoxetine/Placebo in Major Depressive Disorder. Site-PI – Joseph R. Calabrese, M.D. 

 
  Source: Lilly Research Laboratories 
  Project Dates: 4/92 to 12/92 
  Contracted Amount: $352,150 
 
31. A Phase II, Multicenter, Randomized, Double-Blind, Dose Finding Study of Three Different Doses of 

Roxindole vs. Placebo in Outpatient Suffering from Depression. Site-PI – Joseph R. Calabrese, M.D. 
 
  Source: E. Merck 
  Project Dates: 5/93 to 6/94 
  Contracted Amount: $137,525 
 
32. A Pilot Study Evaluating the Safety and Efficacy of Clozapine in the Acute Management of Refractory 

Bipolar and Schizoaffective Mania. PI  -  Joseph R. Calabrese, M.D. 
 
  Source: Sandoz Pharmaceuticals 
  Project Dates: 12/92 to 12/93 
  Contracted Amount: $75,250 
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33. Comparison of the Efficacy and Safety of Divalproex and Lithium in the Treatment of the Manic 
Phase of Bipolar Disorders: A Placebo-Controlled Study. Site-PI – Joseph R. Calabrese, M.D. 

  
  Source: Abbott Laboratories 
  Project Dates: 8/90 to 5/92 
  Contracted Amount: $97,440 
 
34. Safety of Divalproex in Manic Patients: A Retrospective Case Study. PI – Joseph R. Calabrese, M.D. 

 
  Source: Abbott Laboratories 
  Project Dates: 1/92 to 6/92 
  Contracted Amount: $45,625 
 
35. Divalproex Therapy in Patients Previously Randomized to Divalproex in Abbott Study M87-016 or 

M88-267: A Retrospective Cohort Study. Site-PI – Joseph R. Calabrese, M.D. 
 
  Source: Abbott Laboratories 
  Project Dates: 3/92 to 7/92 
  Contracted Amount: $2,441 
 
34. DSM-IV Rapid-Cycling Study. Site-PI  - Joseph R. Calabrese, M.D. 

 
  Source: MacArthur Foundation 
  Project Dates: 5/91 to 8/91 
  Contracted Amount: $1,000 
 
35. A Multicentre, Randomized, Double-Blind, Placebo-Controlled Comparison of Paroxetine and 

Fluoxetine in the Treatment of Major Depressive Disorder. Site-PI – Joseph R. Calabrese, M.D. 
 
  Source: SmithKline Beecham Pharmaceuticals 
  Project Dates: 4/91 to 2/92 
  Contracted Amount: $116,120 
 
36. Biology of Mania: Mechanism of Action of Mood Stabilizers. PI – Joseph R. Calabrese, M.D. 

 
  Source: Abbott Laboratories 
  Project Dates: 8/90 to 5/92 
  Contracted Amount: $5,000 
 
37. Double-Blind, Placebo-Controlled Trial of Fluoxetine in the Treatment of Borderline Personality 

Disorder. Co-PI  -  Joseph R. Calabrese, M.D. 
 
  Source: Lilly Research Laboratories 
  Project Dates: 9/90 - 12/91 
  Contracted Amount: $47,833 
 

Selected Invited Presentations (2005 forward) 
 
1. “Research Training Before, During, and After Psychiatry Residency Training” Presented to St. 

Louis University Department of Psychiatry Grand Rounds, St. Louis, Missouri, February 8, 
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2005. 
2. “Dealing With Depression” Presented for symposium Managing Psychiatric Illness: Time to 

Raise Expectations at Budapest Congress Centre, Budapest, Hungary, February 16, 2005. 
3. “Optimal Treatment of Patients With Bipolar Disorder” Presented for symposium Managing 

Psychiatric Illness: Time to Raise Expectations at Budapest Congress Centre, Budapest, 
Hungary, February 16, 2005. 

4. “Misdiagnosis of Bipolar Disorder and New Treatments” Presented to SOPSI 2005 (Simposio 
Collaborazione SOPSI-Industria) Satellite Symposium entitled Clinical Strategies in Managing 
Schizophrenia and Bipolar Disorder, Rome, Italy, February 25, 2005. 

5. “Psychosocial Impairment Associated With Bipolar Depression and Its Treatment” Presented 
to SOPSI 2005 (Simposio Collaborazione SOPSI-Industria) Magistrale Lettura, Rome, Italy, 
February 25, 2005. 

6. “Impact of Bipolar Depression” Presented to National Advisory Board, Savannah, Georgia, 
March 31, 2005. 

7. “New and Old Treatments for Bipolar Depression” Presented as Mini Symposium, Amsterdam, 
Netherlands, April 5, 2005. 

8. “Long Term Drug Therapy” Presented to 5th International Review of Bipolar Disorder (5th 
IRBD), Symposium entitled Long Term Care, Lyon, France, April 22, 2005. 

9. “The Translational Research Continuum” Presented to 2005 Career Development Institute for 
Bipolar Disorder, Ft. Lauderdale, Florida, May 1, 2005. 

10. “Career Advancement – Creating an Effective Curriculum Vitae, Writing & Publication 
Strategies” Presented to 2005 Career Development Institute for Bipolar Disorder, Ft. 
Lauderdale, Florida, May 2, 2005. 

11. “IRB, Bioethical Issues & Conflict of Interest” Presented to 2005 Career Development Institute 
for Bipolar Disorder, Ft. Lauderdale, Florida, May 2, 2005. 

12. “Overview of Bipolar Depression” Presented to Investigator Meeting, Miami, Florida, May 6, 
2005. 

13. “Dual Diagnosis Bipolar Disorder and The Department of Corrections” Presented to University 
of Texas Health Science Center Department of Psychiatry Grand Rounds, San Antonio, Texas, 
May 10, 2005. 

14. “Research Training During and After Psychiatry Residency” Presented to University of Texas 
Health Science Center Resident Psychiatry Lecture, San Antonio, Texas, May 10, 2005. 

15. “What Psychiatry Residents Can Expect From an NIMH-Funded Research Fellowship” 
Presented to Stanford University Department of Psychiatry Grand Rounds, Stanford, 
California, May 12, 2005. 

16. “Issues in Treating Bipolar Depression” Presented to American Psychiatric Association 
Satellite Symposium entitled Bipolar Disorder: Treating Through the Entire Spectrum, Atlanta, 
Georgia, May 22, 2005. 

17. “Key Components of Research Training Core Curriculum” Presented to American Psychiatric 
Association Workshop entitled Research Training and Career Development: NIMH 
Opportunities, Atlanta, Georgia, May 23, 2005. 

18. Treatment of Mental Illness in U.S. Jails & Prisons Workshop. Presented to American 
Psychiatric Association, Atlanta, Georgia, May 25, 2005. 

19. “Treatment of Rapid Cycling Bipolar Disorder” Presented to American Psychiatric 
Association, Review of Psychiatry entitled Advances in the Treatment of Bipolar Disorder, 
Atlanta, Georgia, May 25, 2005. 

20. “Effect of Psychotropic Drugs on Suicidality” Panel Chair. Presented to 45th NCDEU Meeting, 
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Ft. Lauderdale, Florida, June 7, 2005. 
21. “Managing Substance Abuse in Patients With Bipolar Disorder” Presented to 6th International 

Conference on Bipolar Disorder, Pittsburgh, Pennsylvania, June 16, 2005. 
22. “What Psychiatry Residents Can Expect From NIMH-Sponsored Research Training” Co-Chair 

and Speaker. Presented to 6th International conference on Bipolar Disorder, Pittsburgh, 
Pennsylvania, June 18, 2005. 

23. “Pregnancy Outcomes Over 11 Years of Monitoring in the International Lamotrigine 
Pregnancy Registry”. Presented at the 2005 World Congress of Biological Psychiatry. Vienna, 
Austria, June 29, 2005. 

24. “Research Training During and After Psychiatry Residency”. Department of Psychiatry Grand 
Rounds. Louisiana State University, Shreveport, Louisiana. September 23, 2005. 

25. “Legal Complications of Bipolar Disorder”. Evidence-Based Treatment for Forensic 
Psychiatry. Institute of Psychiatry at the Maudsley, King’s College London, University of 
London, UK. October 13, 2005. 

26. “Quetiapine (300mg, 600mg) vs. Placebo in Acute Bipolar I or II Depression: The Bolder II 
Study.” European College of Neuropsychopharmacology. Amsterdam, The Netherlands. 
October 24, 2005. 

27. Phenomenology and Treatment of Dual Diagnosis Bipolar Disorder. Canadian Psychiatric 
Association, November 4, 2005. 

28. Deployment Mental Health. Dept. of Psychiatry Grand Rounds, University Hospitals of 
Cleveland. Cleveland, Ohio, November 11, 2005. 

29. Overview of Depression and Bipolar Disorder. Dept. of Neurology Grand Rounds, University 
Hospitals of Cleveland, Cleveland, Ohio, January 6, 2006. 

30. Medication Treatment for Bipolar Disorder. Fund development effort for NARSAD, Sarasota, 
Florida, January 7, 2006. 

31. New Research Regarding Bipolar Disorder. Italian Society of Psychopathology, Rome, Italy, 
February 24, 2006.  

32. Medication Treatment for Bipolar Disorder. Fund development effort for NARSAD, Palm 
Beach, Florida, January 7, 2006. 

33. Treatment of Bipolar Depression with the Atypical Antipsychotic Agents vs. the 
Anticonvulsants, Annual CME meeting of the Psychiatric Annals, NY, NY, March 24, 2006.  

34. New Research Finding in Bipolar Depression. April 7, 2006. Argentine Society of Biological 
Psychiatry. Buenos Aires, Argentina. April 6-7, 2006. 

35. 2nd Annual Career Development Institute for Junior Faculty and Research Fellows in Bipolar 
Disorder. April 30, 2006, Boca Raton, Florida. 

36. Treatment of Bipolar Disorder in US Jails and Prisons. Annual meeting of the American 
Psychiatric Association. Toronto, Canada. May 20, 2006. 

37. Management of Side Effects Associated With New Treatments for Bipolar Depression. Annual 
meeting of the American Psychiatric Association. Toronto, Canada. May 22, 2006. 

38. US and International Perspectives on the Canadian Guidelines for Bipolar Disorder. Annual 
meeting of the American Psychiatric Association. Toronto, Canada. May 22, 2006. 

39. Methodological Considerations in the Study of Long-term Bipolar Depression. Annual meeting 
of the International Society of Clinical Trial Methodology. Chicago, July 8, 2006. 

40. Management of Side Effects Associated with New Treatments for Depressive Symptoms in 
Bipolar Disorder. Annual meeting of the European College of Neuropsychopharmacology. 
Paris, France, September 18, 2006. 

41. New Findings on the Short- and Long-term Management of Bipolar Depression. Lectures @ 
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