CURRICULUM VITAE

Peter A. Gottlieb, MD

1.      Personal History

Position:
Professor of Pediatrics and Medicine

Business:
Barbara Davis Center for Childhood Diabetes 


University of Colorado Health Science Center 


1775 Aurora Court; Mail Stop A140


PO Box 6511


Aurora, CO 80045


303-724-6714


    
(Fax)
303-724-6784 

Home:
5413 S. Geneva Way


Englewood, CO 80111








303-721-1076   

    
(Fax)
303-721-1417

Citizenship:
      USA

Marital Status:       Married, with 3 children (22, 20, 13 yrs)

2.
Educational History 

1980    
BS, University of Pennsylvania,


Philadelphia, Pennsylvania


1984    
MD, UMDNJ - Robert Wood Johnson Medical School, 

  


Piscataway, New Jersey


1984 - 1987
Internship and Residency Training in Internal Medicine, 


          


University of Massachusetts Medical Center, Worcester, MA


1987 - 1990
Clinical Fellow in Endocrinology and Diabetes, Dr. L. 






Braverman, University of Massachusetts Medical Center, 





Worcester, MA


1987 - 1990
Research Fellow in Diabetes, Dr. A. A. Rossini, University of 





Massachusetts Medical Center, Worcester, MA


1990 - 1992 
Postdoctoral Fellowship, Dr. Irun R. Cohen, Weizmann 





Institute of Science, Rehovot, Israel

3.
ACADEMIC APPOINTMENTS

1987 - 1990
Instructor in Medicine, University of Massachusetts Medical Center



1990 - 1992
Visiting Scientist, Weizmann Institute of Science


1992 - 1994
Assistant Professor of Medicine,




University of Massachusetts Medical Center


1994 - 2002
Assistant Professor of Pediatrics and Medicine




University of Colorado Health Science Center


2002 - present
Associate Professor of Pediatrics and Medicine




University of Colorado Health Science Center

2002 - present
Professor of Pediatrics and Medicine




University of Colorado Health Science Center

4.
HOSPITAL AND OTHER APPOINTMENTS

Hospital


1992 – 1994
Active Medical Staff and Clinical Director of Diabetes,



University of Massachusetts Medical Center


1995- present
Active Staff, University of Colorado Hospital


1995- present
Active Staff, The Children’s Hospital


Barbara Davis Center


2002 - 2009
Director of CLIA Lab, Barbara Davis Center,




University of Colorado Health Sciences Center

2004- present
Director of Translational Research Unit, Barbara Davis Center,




University of Colorado Health Sciences Center

2009 - present
Vice Director of CLIA Lab, Barbara Davis Center,




University of Colorado Health Sciences Center

University of Colorado at Denver


2003 - present
Member, T1D TrialNet Steering Committee, Safety Committee, Mechanistic Outcomes Committee, Chair, - Ancillary Studies Committee, ID Group Committee


2005 - 2008
Co-Director, Autoimmunity Center of Excellence Clinical Core, 




University of Colorado Health Sciences Center


2005 - present
Center Director, Type1 Diabetes TrialNet, University of 




Colorado Health Sciences Center

2007 - present
Member, Gastroparesis Clinical Research Consortium (GpCRC) 




Data Safety Monitoring Board, NIDDK/John Hopkins

2007 - present
Member, Steering Committee of the T Cell Workshop, 





Immunology of Diabetes Society


2007 - 2008
Co-Organizer, FOCIS Satellite Conference on Immunoassessments, Federation of Clinical Immunology Societies

2009 - present
Member of Steering Committee, Immune Tolerance Network (ITN)

2008 - present
Member, GAD and Novel Regenerative Therapy Trial in T1D,




Data Safety Monitoring Board, NIH


2008 - 2009
Member, anti-LFA-1 InterventionTrial in T1D,




Data Safety Monitoring Board, JDRF/Emory University

2008 – present  Member, Steering Committee ITN41 – alpha 1 anti-trypsin (AAT) in new onset Type 1 Diabetes Trial


2009 - present
Member, CFRD Consensus Committee, Cystic Fibrosis Foundation
2009 – present  Co-Chair, ITN Diabetes Clinical Trials Consortium 

5.
Awards, Honors, and Special Recognition

1980
Cum Laude, University of Pennsylvania


1981, 1982
UMDNJ Summer Research Fellowship


1990 - 1992
Juvenile Diabetes Foundation International




Postdoctoral Fellowship


1995 - 1996
Kovler Family Fellowship


1997
Honoree, ADA Colorado Affiliate Golden Ball

6.
Membership in Professional Associations

American Diabetes Association

      

Juvenile Diabetes Research Foundation International

      

Immunology of Diabetes Society

      

European Association for Study of Diabetes

American College of Physicians



American Federation for Medical Research 


Massachusetts Medical Society 

1982 – 1984      American Medical Student Association Task Force on Aging, National 

Co-chairperson.


7. 
MAjor Committees and other Service responsibilities

University


2000 - ongoing
Colorado Multiple Institutional Review Board (COMIRB) 

2005 – 2008
Ad hoc Reviewer for Adult and Pediatric GCRC Scientific 



Review Committee 


2008 – ongoing
Colorado Clinical and Translational Sciences Institute’s Scientific Advisory Review Committee (SARC)


2008 - 2010
Steering Committee, Holocaust in Contemporary Bioethics Program 

2009 – ongoing
Co-Organizer, Practical Ways to Achieve Targets in Diabetes Care, Barbara Davis Center Program at Keystone, CO.

International


2001 – 2001
6th International Immunology of Diabetes Society Congress, American Diabetes Association Research Symposium, Local Organizing Committee

Regional

2007 - 2010
President, Board of Trustees, Juvenile Diabetes Research Foundation, Mountain States Region.

2001 - 2007
Board of Trustees, Juvenile Diabetes Research Foundation, Mountain States Region.

2001 – 2006
Medical Staff, ADA Colorado Region Diabetes Camp.
1998 – 2007
Medical Staff, Children’s Diabetes Foundation Ski Trips.
Local

1999

KCNC Ask The Expert, Nov. 1999.

1998 – 2001
Host, Gove Middle School Student, Day at the Campus
1998 – 2007
Board of Trustees, Denver Campus for Jewish Education, 

2004 - 2006

Board Chair, Denver Campus for Jewish Education,.

2001 - 2003

Vice-President of Education, Denver Campus for Jewish Education,.

2006 - 2008
Steering Committee, Community Capital Campaign, Allied Jewish Federation of Colorado 

2006-ongoing 
Board of Trustees, Hebrew Education Alliance.
8.
Licensure 

1985 
National Board of Medical Examiners


1986
Massachusetts License Registration


1994
Colorado License Registration


Board Certifications


1987 
American Board of Internal Medicine


1989
Board Certified in Endocrinology and Metabolism

9.
Patents held



-none


10.
Review work

-  Editorial Board, European Journal of Clinical Investigation 2010-present

-  Editorial Board, Journal of Clinical Endocrinology and Metabolism 2008-present

-  Editorial Board, Diabetes Technology and Therapeutics, 2008-present

-  Section Editor, Current Opinion in Diabetes and Endocrinology, 2004-present

-  Section Editor, Endocrine Clinics of North America, 2004

-  Reviewer for JDRF Center Grant, October 2009



-  ADA Scientific Review Panel 2005-2008

· Ad Hoc Reviewer for NIH/Program Project Grants 2001, 2002, 2008, 2009 
· R21 Review panel NIAID 2006
-  Ad Hoc Reviewer for Juvenile Diabetes Foundation Grants, 2006-present

-  Reviewer for Journal of Clinical Endocrinology and Metabolism 2004-present

-  Reviewer for New England Journal of Medicine 2006

-  Reviewer for Diabetes 2002-present

-  Reviewer for Diabetes/Metabolism Reviews 2002

-
Reviewer for American Diabetes Association Abstract Presentations 2001

-  Reviewer for Diabetes Care 2000 – present
-  Ad Hoc Reviewer for NIH/SBIR grant 2000, 2001, 2005

-  Reviewer for JDRF Program Project Grant, December 2002

11.
Invited lectures and presentations
a. Oral Presentations (selected)
1.
Gottlieb PA, Handler ES, Appel MC, Greiner DL, Mordes JP, Rossini AA. "Insulin Treatment Prevents Diabetes in RT6-Depleted Diabetes Resistant BB/Wor Rats." Presented at the 10th Immunology of Diabetes Conference, held in Jerusalem, Israel, March 19-24, 1990.

2.
Gottlieb PA, Rossini AA. "Immunomodulation in the BB/Wor Rat."  Presented at the 8th International Beilinson Symposium on Prediabetes, held in Herziliya, Israel, October, 1991.

3.
Gottlieb PA. "To Control or Not to Control, That is the Question: The DCCT Results"  Presented at Medical Grand Rounds, Dept. of Medicine, UMMC, Worcester, MA on July 29, 1993.

4.
Gottlieb PA. "Diabetes Management Update: The DCCT Results" Presented at Monadnok Community Hospital Grand Rounds, Peterborough, New Hampshire on August 4, 1993.

1. Gottlieb P, Sandell T, Babu S, Simone E, and Wegmann D. “Characterization of Human IDDM T Cell Clones Specific for an Insulin Peptide.”  Presented at the 57th Annual Meeting of the American Diabetes Association in Boston, MA on June 21, 1997.

2. Gottlieb P.  “T-cell Autoimmunity in the pathogenesis of Type 1 diabetes.”  Presented at the Italian Diabetes Society, Pisa Region Conference in Pisa, Italy on March 25, 1998.

3. Gottlieb PA. “T cells from DQ8 Transgenic Mice Respond to Insulin Peptide B:9-23”  Presented at the 2nd International Congress on Autoimmunity, Tel Aviv, Israel, March 7-12, 1999.

4. Gottlieb PA.  Invited speaker. “Genetics and Autoimmune Immunotherapy”.  Presented at the Immunotherapies for Autoimmune Diseases Conference at NIH, Bethesda, MD on April 9-10, 1999. 

5. Gottlieb PA and Fain P.  “The Genetics of Addison’s Disease”.  Presented to the Addison’s Disease Support Group, Colorado Chapter at the BDC, Denver, CO, April 20, 1999. 

6. Gottlieb, PA. Oral Presentation.  “Detection of T Cell Responses to Insulin Peptide B:9-23, Using a CD45 Selection Assay “  Presented at the 4th Immunology of Diabetes Society Meeting at Fiuggi, Italy on Nov 12-15, 1999.

7. Gottlieb PA.  Invited speaker.  “New Therapies for Type 2 Diabetes”.  Presented at Loveland Clinic, Loveland, CO on January 14, 2000.

8. Gottlieb, PA.  Invited speaker.  “New Treatments for a New Millennium.”  Presented at the Fremont County Diabetes Education Foundation, Lander, Wyoming on April 11, 2000.

9. Gottlieb PA. Type 1 Diabetes: Search for Antigen, T Cell Responses and Clinical Correlations.  Endocrine Grand Rounds, UCHSC on May 10, 2000.

10. Gottlieb PA.  Invited speaker.  “New Developments in the Treatment of Type 1 Diabetes”.  Presented at St. Vincent Hospital, Billiings, MT on Nov. 9, 2000.

11. Gottlieb PA.  Invited speaker.  “New Developments in the Treatment of Type 1 Diabetes”.  Presented at Fundacion de Juvenile Diabetes, Santiago, Chile on Dec. 19, 2000.

12. Gottlieb PA. “Immunotherapy Trials and the Search for Secondary Endpoints”.  Barbara Davis Center Research in Progress Seminar, Denver, CO.  April 17, 2001.

13. Gottlieb PA. Invited Speaker.  “Children are not little adults-Treating the child with diabetes”. Presented at Gillete, Wyoming Seminar on April 20, 2001.

14. Gottlieb PA.  Invited Speaker.  “Immunotherapy Trials in Type 1 Diabetes”.  Presented at JDRF Colorado Chapter Research Symposium in Denver, CO on June 28, 2001.

15. Gottlieb, PA. Invited Speaker.  “Glucose Sensing Devices – Who’s A Candidate?”  Presented at the “37th Annual Internal Medicine Program” in Estes Park, CO on July 10, 2001.

16. Gottlieb, PA.  Invited Speaker.  “Immunology of Type 1 Diabetes.”  Presented at the Curso Internacional de Diabetes in Mexico City, Mexico on March 7th, 2002.

17. Gottlieb, PA. Invited Speaker.  “Closing The Loop: Insulin Pump Therapy and Continuous Glucose Monitoring.”  Presented at Yampa Valley Medical Center, Steamboat Springs, Colorado on September 13, 2002.

18. Gottlieb, PA.  Invited Speaker. “Focus on Diabetes: Tools for Doctor’s Office Staff.”  Presented at Focus on Diabetes Forum by the American Diabetes Association in Denver, Colorado on February 20, 2002.

19. Gottlieb, PA.  Invited Speaker. “The Future of Diabetes: Exploring Prevalence Trends, New Therapies and Technology and Team Approach to Diabetes Care.”  Presented at Sixth Annual Diabetes Conference:  On the Peak of Diabetes Care in Colorado Springs, Colorado on March 7th, 2003.

20. Gottlieb, PA. Invited Speaker. “Type 2 Diabetes: Facts You Need To Know To Treat It and Prevent It.” Presented at Seventh Day Adventist Church to the Igbo Community of Colorado, Denver, Colorado on March 9, 2003.

21. Gottlieb, PA. Invited Speaker. “Type 1 Diabetes and Addison’s Disease.”  Presented at Utah Valley Endocrine Annual Winter Conference in Park City, Utah on April 4-6th, 2003.

22. Gottlieb, PA. Invited Speaker. “New Therapeutic Approaches in Type 1 Diabetes” and “Immunotherapy for Type 1 Diabetes.”  Presented at Course #3D23 Endocrine Interest Group Speaking Engagement at the University of Oklahoma Health Sciences Center in Oklahoma City, Oklahoma on May 7-8th, 2003.
23. Gottlieb, PA. Invited Speaker. “Immune Modulation for Prevention of Type 1 Diabetes.”   Presented at Management in Diabetes in Youth Conference, Keystone, CO on July 15th, 2006.
24. Gottlieb, PA. Invited Speaker. “Type 1 Diabetes: New Approaches to Prevention and Treatment.”  Presented at the Argentian Diabetes Society in Buenos Aires, Argentina on April 24th, 2006.  

25. Gottlieb, PA. Invited Speaker. “Clinical Trial: MMF and Daclizumab in New onset Type 1 Diabetes patients.”  Presented at the Rachmiel Levine Symposium in Long Beach, California on Nov. 10, 2006. 

26. Gottlieb, PA. Invited Speaker. “Mechanisms of Beta Cell Destruction in Type 1 Diabetes.”  Presented at the 2006 International Diabetes Federation Meeting in Cape Town, South Africa, on Dec. 4th, 2006.

27. Gottlieb, PA. Invited Speaker. “Immunopathogenesis of Type 1 Diabetes: Approaches to Prevention and Cure” and “Pancreas Islet Transplantation Update 2007”  Presented at the EndoRecife 2007 Conference in Recife, Brazil on June 28-30, 2007.

28. Gottlieb, PA. Invited Speaker. “Immune Modulation for Prevention of Type 1 Diabetes.”   Presented at Practical Ways to Achieve Targets in Diabetes Care Conference, Keystone, CO on July 15th, 2007.

29. Gottlieb, PA. Invited Speaker. “Application of T cell and other mechanistic studies to Type 1 Diabetes Trials.”  Presented at the Finnish Diabetes Research Society in Tampere, Finland on August 17th, 2007. 

30. Gottlieb, PA. Invited Speaker. “Latest Research on Type 1 Diabetes.”  Presented at ADA Diabetes EXPO, Denver, CO on March 1st, 2008.

31. Gottlieb, PA, Invited Speaker. “Antigen Specific Therapy for Prevention and Treatment of Type 1 Diabetes” and “Results from the MMF/DZB Immunotherapy Trial in Type 1 Diabetes.”  Presented at the 68th ADA Annual Meeting in San Francisco, CA on June 7th and 9th, 2008. 

32. Gottlieb, PA, Invited Speaker, “Intervention Trials to Prevent Type 1 Diabetes” at the ISPAD Science School lecture, Estes Park, CO on Sept. 17th, 2008.

33. Gottlieb, PA, Oral Poster Presentation, “Interim Results of a Phase I/II Clinical Trial of a DNA Plasmid Vaccine (BHT-3021) for Type 1 Diabetes” at the EASD Annual Meeting in Rome, Italy on Sept. 8, 2008.
34. Gottlieb, PA, Invited Speaker, “Translating Immunotherapy in
Type 1 Diabetes”  at Kaplan Hospital, Rehovot, Israel on February 16, 2009.
35. Gottlieb, PA, Oral Presentation, “Interim results of a phase I/II clinical trial of a DNA plasmid vaccine (BHT-3021) for type 1 diabetes” at the ADA Annual Meeting in New Orleans, LA on June 6th, 2009.

36. Gottlieb, PA, Invited Speaker, “Immunotherapy Trials in Type 1 Diabetes” at the BDC:Practical Ways to Treat Diabetes Conference at Keystone, CO on July 19th, 2009.

37. Gottlieb, PA, Oral Presentation, “Interim results of a phase I/II clinical trial of a DNA plasmid vaccine (BHT-3021) for type 1 diabetes” at the EASD Annual Meeting in Vienna, Austria on Oct. 2nd, 2009.

12.
Teaching Record
Lectures at BDC:

Annual Participation since joining BDC in the following programs:  Research in Progress, Barbara Davis Center Autoimmunity/Immunotherapeutics -Cross Disciplinary Updates, Adult/Pediatric Clinic Monthly Lecture Series, Adult Clinic Bimonthly Meetings, Pediatric Clinic Monthly Meeting, Pediatric Endocrinology Fellows Meeting

Lectures at University:

Endocrine Grand Rounds, 02/07/07 – ‘Intervention Trials for Type 1 Diabetes:
Approaches to Prevention and Cure’.

2007 GCRC Spring Symposium, 03/08/07 – ‘Monoclonal Antibody Therapy for Type 1 Diabetes: Clinical Effects and Immunologic Mechanisms’’
Teaching Roles:



2007-present
Foundations of Doctoring Preceptor


2000 – 2002
Foundations of Doctoring Preceptor

   1996 - 2000

Blount Service Attending - Medicine, UCHSC

   1992 - 1994

Lecturer, Medical Housestaff Lecture Series. UMMC


   1987 - 1988

Lecturer, Third-year Medicine Clerkship




Lecture Series, Department of Medicine, 



  


University of Massachusetts Medical School

Selected list of Trainees:

1.
Todd Sandell

Predoc

1996-1998





Project Title: Human T cell responses to insulin peptides 

Masters, Oregon State University, 2001





2.
Sabrina Dionisi

Predoc

1997






M.D., University of Rome, 1999

Project Title:  Human T cell responses to pancreatic gangiosides    and human islets  

Current Position:  Instructor, Dept of Clinical Sciences-Endocrinology, University of Rome

3.
Vissia Viglietta

Predoc

1998





M.D., University of Rome, 2000

Project Title:  Human T cell responses to autoantigens in type 1 diabetes 

Current Postion: Instructor, Harvard University

4.
Carmela Santagelo
Postdoc
1999





Ph.D., University of Rome 1998

Project Title:  Diminished apoptotic signals in islets from newly diagnosed type 1 diabetic patients

Current Position:  Assistant Professor, Dept. of Clinical Sciences-Endocrinology, University of Rome

5.
Elizabeth Stephens
Postdoc
1999-2000





M.D., University of Oregon, 1994

Project Title:  DQ8 restricted T cell responses to insulin peptide B9-23 in human transgenic mice.

Support:  NIH Endocrinology Training Grant

Current Position:  Assistant Professor, Department of Endocrinology, University of Oregon Health Sciences Center

6.
Norio Abiru

Postdoc
1998-2001 ( with Dr. George Eisenbarth)





M.D., Nagasaki University School of Medicine





Project Title:  Epitope analysis of B9-23 specific T cell clones.





Support:  Japan, JDRF Postdoctoral Fellowship

Current Position:  First Department of Internal Medicine, Nagasaki University School of Medicine

7.
Maria Redondo

Postdoc
1999-2001 (with Dr. George Eisenbarth)





M.D., 





Project Title:  Heterophile Antibodies in type 1 diabetes.

Support:  Spanish Diabetes Grant, JDRF Postdoctoral Fellowship

Current Position:  Research and Clinical Physician, Barcelona, Spain.

8.
Jonathan Foster
Predoc

2000, 2001





BS, University of Colorado 2002

Project Title:  Detection of antigen-specific TCR signals in peripheral blood of type 1 diabetes subjects.

Support:  Internal BDC funds.

9.
Daniel Wells

Predoc
  
2001





B.S., University of Colorado, 2004

Project Title:  Frequency of CD4+, CD25+ T cells in the peripheral blood of type 1 diabetes patients.

Support:  Internal BDC funds.

Current position: UCDenver Medical School 2010
10.  
Francesco Vendrame
Postdoc
2002-2004





M.D., University of Rome, 2001

Project Title:  Frequency and function of CD4+, CD25+ T cells in the periphal blood of type 1 diabetes patients.  

Support:  Fundacion de Diabetes, Internal BDC funds

Current Position: Assistant Professor, Diabetes Research Institute, Miami, FL

11.
Monica Lee

Predoc
  
2002-2004





B.S., University of Colorado, 2003

Project Title:  MMF/DZB Intervention Trial In T1DM

Support:  NIH

Current position: Cornell/Rockefeller University MD/PHD program 2004
12.
Amy Putnam

Professional Research Assistant 2000-2005





BS, Eckerd College, 1998

Project Titles: CD4+CD25+ T cells in T1DM, NKT cells in T1DM, Autoantigen T cell responses in T1DM

Support: NIH

Current Position: Senior Professional Research Assistant, UCSF

13.
Felicia Allard

Predoc
  
2004-2005





B.S., University of Colorado, 2004

Project Title:  Enumeration of CD4+, CD25+ T cells in treated patients in MMF/DZB Intervention Trial

Support:  NIH

Current position: Graduated UCDenver Medical School 2009
14.
Kimber Westbrook
Professional Research Assistant 2005-2006 






B.S., University of Colorado, Boulder





Project Title: (ala-ala) hOkT3 Trial In T1DM





Support: ITN





Current position: University of St. Louis Medical School 2010

15.
Jenny Bishop

Professional Research Assistant 2006-2007 






B.S., University of Colorado, Boulder





Project Title: (ala-ala) hOkT3 Trial In T1DM





Support: ITN





Current Position: UCDenver Medical School 2011

16.
Danielle Shimek
Professional Research Assistant 2006-2007 






B.S., University of Colorado, Boulder





Project Title: Rituximab in New Onset T1D





Support: TrialNet





Current Position: UCDenver Medical School 2011

17.
Natalia Smirnova
Post-Doc/Professional Research Assistant 2005-2005




PhD, Moscow University




Project Title: Islet Transplantation Immunologic Studies




Support: Translational Research Unit/BDC
Current Position: Assistant Professor
Department of Biomedical Sciences
College of Veterinary and Biomedical Sciences
Colorado State University
18.
Daniel Kao

MD, PhD program 2002-2008




Foundations of Doctoring student,

Current Position: Internal Medicine Residency , UCDenver
19.
Rebecca Ohman
Professional Research Assistant 2007-2008





B.A., Grinnell College, Iowa





Project Title: CTLA4-Ig in New Onset T1D





Support: TrialNet





Current Position: Georgetown Medical School 2012

20.
Meyer Belzer

Professional Research Assistant 2008-2009





B.S, CU - Boulder





Project Title: ABATE – Anti-CD3 Ab in New Onset T1D





Support: ITN





Current Position: West Michigan State Medical School 2013
21.
David Tarullo

Predoc 2007-ongoing





Foundations of Doctoring Program





Current Position: UCDenver Medical School, 3rd year

22.
Jennifer Rockell

Post-Doc/Professional Research Assistant





PhD, Nutrition, New Zealand





Project: CD4CD25 Treg cells





Current Position: Research Fellow




Dept. of Nutrition





University of Otago, New Zealand
23.
Hanan Aly

Postdoc Research
2008-ongoing

M.D., Ain Shams University Faculty of Medicine, Egypt, 1993





PhD., Ain Shams University Faculty of Medicine, Egypt, 2004

24.
Aaron Michels

Endocrine Fellowship
2008-2010 (with Dr. Eisenbarth)

Clinical aspects of research work on immune intervention trials for T1D.

13. Grant Support

Active:

DK85509-1 Type 1 Diabetes TrialNET (Gottlieb – PI)


NIH/NIDDK

  

10/01/09 – 04/30/14
$1,852,310

Immunotherapy Trials in Type 1 Diabetes



Principal Investigator 

10/01/09 – 4/30/10
$370,462
12% Effort 

To perform multicenter intervention trials in type 1 diabetes.
DK60782 Subcontract  (Gottlieb-PI)





USF/NIH



07/01/05 - 04/30/10
B-cell ELISpot for the antiCD20 Trial


Principal Investigator

10/01/09 - 04/30/10
$ 100,000
2.5% effort
The T Cell Assay Validation Study is a comparative study between the cytokine ELISpot, Tetramer, Immunoblot, and T Cell Proliferation Assays using fresh blood samples from subjects with recent onset type 1 diabetes mellitus.  

R01 DK052068-05A1 (Hutton) 



NIH/NIDDK 




Cloning of molecular targets of CMI in type 1 diabetes

Co-investigator


12/01/04 - 11/30/09
$ 49,000 
5% Effort

To determine CD4 and CD8 novel epitopes for T cell responses in Type 1 diabetes using mouse models of disease.

JDRF Autoimmunity Center Grant (Hutton)


JDRF



01/01/08 - 12/31/13
$4,800,000


Autoimmunity Center for study of ZnT8 Autoantigen


Co-Investigator (Project 6,Core B)
01/01/09 - 12/31/09
$ 280,000
10% Effort
ITN027AI (Phase II) (Herold)

07/01/05 - 12/31/11
$ 406,260
ITN/Immune Tolerance Network

Treatment with hOKT31 (Ala-Ala) in T1DM

Co-Investigator, Subcontract 
07/01/09 - 06/30/10
$ 100,260
5% Effort
This study will examine the immunologic effects of humanized FcR non-binding anti-CD3 mAb on immune responses associated with Type 1 diabetes mellitus (T1DM), and develop this therapy to prevent the immune destruction leading to  cell loss.

ITN028AI (Phase II) (Gitelman)

09/01/07 - 04/30/12
$ 250,875
ITN/Immune Tolerance Network

Treatment with ATG for New Onset T1DM

Co-Investigator, Subcontract 
09/01/07 - 04/30/12
$ 80,875
7.5% Effort
This study will examine the immunologic effects of anit-thyrmocyte globulin on immune responses associated with Type 1 diabetes mellitus (T1DM).

JDRF (Wagner-PI)


01/01/08 – 12/31/10
$ 675,000
      The Role of CD4loCD40+ T cells in Type 1 Diabetes and Multiple Sclerosis

      Co-Investigator


01/01/09 – 12/31/09
$ 225,000
2.5% Effort

This study will examine the role of this unusual cell type in harboring autoreactive T cell populations in human patients with type 1 diabetes.
JDRF (Gottlieb-PI)



09/01/08 - 08/31/11
$270,000  
12.5% Effort
Autoantigen Specfic B Cells in the Development of Human Type 1 Diabetes.
To begin to explore the role of autoantigen specific B lymphocytes in the development of human type 1 diabetes in collaboration with Drs. John Cambier and Ed Janoff.  . 
JDRF (Kent-PI)



Brigham and Women’s Hospital/NIH




The role of co-stimulation in the detection of autoreactive T cells in T1D

Co-Investigator



09/01/08 - 08/31/11
$27,988 
2.5% Effort

To examine the role of costimulation in defining a subset of memory T cells which can react to type 1 diabetes autoantigens.

JDRF Innovative Grant (Haskins-PI)





Role of Chromaganin A in Human T1D






Co-Investigator



09/01/09 – 8/31/10
$100,000
2.5% Effort
To determine the role of Chromagranin A as a target antigen in patients with T1D as compared with healthy controls.   

Tolerx (Gottlieb -PI)



08/01/06 - 07/31/10
$325,000
2.5% Effort
Industry









RT4 and TTEDD trials of anti-CD3 in recent onset type 1 diabetes mellitus

Tolerx (Gottlieb -PI)



11/01/08 - 10/31/11
$250,000
2.5% Effort
Industry









DEFEND trial of anti-CD3 in new onset type 1 diabetes mellitus

Macrogenics (Gottlieb -PI)

08/01/08 - 07/31/12
$360,000
2.5% Effort
Industry









PROTEGE trial of anti-CD3 in new onset type 1 diabetes mellitus

BayHIll Therapeutics (Gottlieb-PI)
08/01/06 - 07/31/10
$233,500
2.5% Effort
Industry
(Clinical Trial)






ProInsulin DNA vaccine trial for recent onset type 1 diabetes

BayHIll Therapeutics (Gottlieb-PI)
08/01/06 - 07/31/10
$407,600
2.5% Effort
Industry
(Laboratory)






ProInsulin DNA vaccine trial for recent onset type 1 diabetes: 

Monitoring of T cell Responses to ProInsulin vaccine.
Helmsley Foundation (Gottlieb PI) 
09/01/09 - 8/31/10
$57,000
2.5% Effort

Pilot Grant for Development of Protocol

Reversing Type 1 Diabetes After it is Established: A Pilot Safety and Feasibility Study of Anti-Thymocyte Globulin (Thymoglobulin®) and Pegylated GCSF (Neulasta®) in Established Type 1 Diabetes
Pending:

Omni Biopharmaceuticals (Gottlieb-PI)
11/01/09 - 10/31/11
$750,000
2.5% Effort
Industry






The Effect of open label Alpha1-antitrypsin on the progression of 

Type 1 diabetes in subjects with detectable c-peptide.
Completed Studies:

DK60782 DPT-1/TrialNET (Gottlieb – PI)


NIH/NIDDK

  

09/01/01 – 09/30/09
$2,525,000

Immunotherapy Trials in Type 1 Diabetes



Principal Investigator 

09/01/08 – 9/30/09
$ 555,600
15% Effort 

To perform multicenter intervention trials in type 1 diabetes.

DK60782 Subcontract  (Gottlieb-PI)





USF/NIH



07/01/05 - 09/30/09
B-cell ELISpot for the antiCD20 Trial


Principal Investigator

07/01/08 - 09/30/09
$ 200,000
2.5% effort
The T Cell Assay Validation Study is a comparative study between the cytokine ELISpot, Tetramer, Immunoblot, and T Cell Proliferation Assays using fresh blood samples from subjects with recent onset type 1 diabetes mellitus.  

JDRF Innovative Grant (Zipris-PI)





TLR Signaling in Human T1D






Co-Investigator



01/01/08 – 12/31/08
$100,000
5% Effort
To study TLR signaling and innate functions in patients with T1D as compared with healthy controls.   

U19 AI46374 (Holers) 




NIH








NIH Autoimmunity Core A

Co-Investigator


09/28/99 - 3/31/09 
$ 84,409
5% Effort

Focus on the roles of complement receptors and membrane regulatory proteins in the immune response, with special emphases on B lymphocytes and autoimmune diseases.

DK-03-001 (Tan-PI)





NIH/NIDDK



10/01/04 - 09/30/06
$ 525,420
2.5% Effort


Detecting Beta Cell Specific T Cells in Type 1 Diabetes


Co-Investigator

Find beta cell epitopes to which cytotoxic T lymphocytes react in T1DM in order to develop specific assays for predicting diabetes as well as developing peptide vaccines.

U01 DK61926: David Hafler, MD, Harvard Univ. - P I


NIH/NIDDK



08/15/01 – 08/14/06
$3,392,396
Regulatory T cells in Autoimmune Disease 

Co-Investigator, Subcontract 
08/15/01 – 08/14/06
$  18,875
  5% Effort
This program project grant will examine the role of CD4+CD25+ T cells in animal and human autoimmune diseases.

RO1  DK59097:  Peter A. Gottlieb, MD


NIH/NIDDK



09/30/00 – 08/31/04
$750,000


Immunotherapy Trial in New Onset Type 1 Diabetes


Principal Investigator

09/30/00 – 08/31/04
$250,000  
12% Effort


To implement a 3 arm randomized, partially blinded, placebo-controlled clinical trial to test the hypothesis that Mycophenolate Mofetil alone or with Daclizumab will prolong the period of     C-peptide production in subjects with new onset type 1 diabetes. 

R21 DK63518 Gottlieb (PI)




NIH/NIDDK




09/30/02 - 07/31/05
$225,000
 8% Effort

Human TCR/HLA Transgenic Mice to Prevent T1DM

Principal Investigator

This study will develop a human TCR HLA-DQ8 transgenic mouse to study prevention of autoimmune diabetes by antigen-based therapy.

NIH Autoimmunity Centers of Excellence Grant:  Brian Kotzin, MD, PhD, UCHSC - PI


AI46374 (Kotzin)

  
  08/01/99 – 07/31/04
$4,406,581



Project 2: MHC-Peptide Tetramers in Type 1 Diabetes



Co-Investigator 

  08/01/99 - 07/31/03
$150,000
10% Effort 

To construct IAg7 and DQ8 HLA tetramers covalently linked to disease-related and control peptides and then utilize these novel reagents to determine their utility in assessing disease responses in NOD mice and transgenic DQ8 mice prior to expanding studies in human diabetic subjects bearing DQ8.


Project 3: Genetic Analysis of Autoimmune Diseases in Multiplex Families


Co-Investigator 


 08/01/99 - 07/31/03
$150,000
  5% Effort

To identify and analyze large autoimmune polyendocrine syndrome type II (APS-II) pedigrees with the aim of identifying non-MHC genes, which contribute to the various phenotypes associated with this syndrome. 

P01 DK55364 Sonderstrup (PI-Stanford University)


NIH/NIDDK 




09/30/98 - 09/29/01



Autoimmune T and B Cell Responses to Novel Peptides in IDDM

Co-Investigator



09/30/98 - 09/29/01
$131,624
20% Effort

This study aims to identify the dominant epitopes of relevant autoantigens by utilizing human HLA-transgenic mice developed by Dr. Sonderstrup and verifying these results in HLA binding studies performed by Dr. Jerry Nepom.  These peptides will then be tested for T cell reactivity in HLA-identified subjects with recent onset diabetes.

Neurocrine Biosciences, Inc.  NBI 6024-0003


Principal Investigator

01/01/01 – 11/31/03
$200,000
10% Effort

A randomized, double-blind, placebo-controlled, multicenter, multiple dose escalation study to evaluate the safety, tolerability, pharmacokinetics and pharmacodynamics of NBI-6024 in adult and adolescent patients insulin dependent type-1 diabetes mellitus.

This study is a phase I/II study to evaluate the safety and potential efficacy of an altered peptide ligand of insulin in new onset type-1 diabetes patients.
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