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  Purpose  

The primary purpose of this protocol is to assess the efficacy, tolerability, and safety 
of MGA031 when administered according to 3 different MGA031 dosing regimens in 
children and adults with recent-onset (diagnosis within past 12 weeks) type 1 
diabetes mellitus. All regimens will be administered as an addition to insulin and 
other standard of care treatments. Efficacy will be defined primarily by the capacity of 
MGA031 to markedly reduce typical insulin requirements while maintaining relatively 
normal blood sugar levels. 

Other studies involving the study drug use the name hOKT3γ1 (Ala-Ala). MGA031, a 
humanized monoclonal antibody, is the name used for hOKT3γ1 (Ala-Ala) that is 
produced by MacroGenics, Inc. The United States Adopted Name (USAN) for 
MGA031 is teplizumab. 
 
 

Condition  Intervention  Phase  

Type 1 Diabetes Mellitus Drug: Teplizumab 
Other: Placebo 

Phase II 
Phase III 

 
 
MedlinePlus related topics: Diabetes Diabetes Type 1  
U.S. FDA Resources  
Study 
Type: 

Interventional 

Study Treatment, Randomized, Double Blind (Subject, Caregiver), Active 



Design: Control, Parallel Assignment, Efficacy Study 

Official 
Title: 

A Phase 2/3, Randomized, Double-Blind, Multicenter, Multinational, 4-
Arm, Controlled, Dose-Ranging Study to Evaluate Efficacy and Safety of 
MGA031, a Humanized, FcR Non-Binding, Anti-CD3 Monoclonal 
Antibody, in Children and Adults With Recent-Onset Type 1 Diabetes 
Mellitus 

 
Further study details as provided by MacroGenics: 
 
Primary Outcome Measures:  

• Successful versus unsuccessful clinical responses. A successful response 
requires that both components of a composite endpoint are met. The 
composite endpoint includes both the subject's total daily insulin usage and 
his/her HbA1c levels. [ Time Frame: at 12 months ] 
[ Designated as safety issue: Yes ] 

 
 
Secondary Outcome Measures:  

• Successful versus unsuccessful clinical responses. A successful response 
requires that both components of a composite endpoint are met. The 
composite endpoint includes both the subject's total daily insulin usage and 
his/her HbA1c levels. [ Time Frame: at 24 months ] 
[ Designated as safety issue: Yes ] 

• C-peptide secretory responses, as defined by the total area under the curve of 
the C-peptide response to a mixed meal [ Time Frame: at 24 months ] 
[ Designated as safety issue: Yes ] 

 
Estimated Enrollment: 530 

Study Start Date: October 2006 

Estimated Study Completion 
Date: 

March 2011 

Estimated Primary 
Completion Date: 

March 2010 (Final data collection date for primary 
outcome measure) 

Arms  Assigned Interventions  

1: Experimental  Drug: Teplizumab  
IV dosing daily for 14 days times 2 courses  

2: Experimental  Drug: Teplizumab  



IV dosing daily for 14 days times 2 courses  

3: Experimental  Drug: Teplizumab  
IV dosing daily for 14 days times 2 courses  

4: Placebo Comparator  Other: Placebo  
IV dosing daily for 14 days times 2 courses  

 
Detailed Description:  

The Protégé Study - A Multinational Clinical Trial of MGA031 for Preserving the 
Capability to Produce Insulin, Reducing Insulin Usage and Improving Blood Sugar 
Levels in Children and Adults With Recent-Onset Type 1 Diabetes Mellitus 

  Eligibility 

Ages Eligible for Study:    8 Years to 35 Years 
Genders Eligible for Study:    Both 
Accepts Healthy Volunteers:    No 
Criteria 

Inclusion Criteria: 

Subjects must meet all of the following criteria: 
1. Enrollment (Segment #1) or randomization (Segment #2) on Study Day 0 

within 12 weeks of first visit to any physician for symptoms or signs of 
diabetes. Study Day 0 is the first day of study drug dosing.  

2. Diagnosis of type 1 diabetes mellitus, according to the American Diabetes 
Association (ADA) criteria  

3. Requirement for injected insulin therapy  
4. Have a detectable fasting or stimulated C-peptide level (above the lower limit 

of detection of the assay)  
5. One positive result on testing for any of the following antibodies: 

1. islet-cell autoantibodies (ICA512/IA-2),  
2. glutamic acid decarboxylase autoantibodies, or  
3. insulin autoantibodies (if present during first 2 weeks, but not beyond 2 

weeks, of insulin treatment)  
6. Male or female  
7. Subject must be in one of the following age groups: 

o Age 18-35 years  
o Age 12-17 years pending approval by Data Monitoring Committee  
o Age 8-11 years pending approval by Data Monitoring Committee  

8. Body weight ≥ 36 kg  

Exclusion Criteria: 



Subjects must have none of the following: 
1. Prior administration of a monoclonal antibody -- within the 1 year before 

enrollment or randomization at Study Day 0 -- that could potentially prevent or 
confound a therapeutic response to MGA031  

2. Participation in any type of therapeutic drug or vaccine clinical trial within the 
12 weeks before enrollment or randomization  

3. Any medical condition that, in the opinion of the investigator, would interfere 
with safe completion of the trial  

4. Pregnant or lactating females  
5. Prior murine OKT®3 treatment at any time before enrollment or randomization  
6. Current or planned therapy with exenatide or any other agents that stimulate 

pancreatic beta cell regeneration or insulin secretion  
7. Current or planned therapy with inhaled insulin  
8. Uncompensated heart failure, fluid overload, myocardial infarction or evidence 

of ischemic heart disease, or other serious cardiac disease within the 12 
weeks before enrollment or randomization  

9. History of epilepsy, cancer, cystic fibrosis, sickle cell anemia, neuropathy, 
peripheral vascular disease or cerebrovascular disease  

10. Newly diagnosed hypothyroidism (not currently being treated but which, in the 
opinion of the investigator, should be treated) or active Graves' disease  

11. Eczema, asthma or severe atopic disease requiring treatment within the 12 
weeks before enrollment or randomization  

12. Evidence of active infection, such as fever ≥ 38.0 degrees Celsius (100.5 
degrees Fahrenheit)  

13. Known or suspected infection with human immunodeficiency virus (HIV)  
14. Evidence of active hepatitis B (HBV) or hepatitis C virus (HCV)  
15. Evidence of active or latent tuberculosis  
16. Vaccination with a live virus within the 12 weeks before enrollment or 

randomization or planned live virus vaccination continuing through week 52 of 
the study. Vaccination with an antigen or killed organism must not be given 
within 12 weeks before or planned within 8 weeks after each dosing cycle.  

17. Any infectious mononucleosis-like illness within the 6 months before 
enrollment or randomization  

18. Serologic and clinical evidence of acute infection with Epstein-Barr virus (EBV)  
19. Serologic evidence of acute infection with cytomegalovirus (CMV)  

  Contacts and Locations 
Please refer to this study by its ClinicalTrials.gov identifier: NCT00385697 
 
 
Contacts 
Contact: Amy Knesel                240-747-1731         aknesel@mmgct.com 



 
  Hide Study Locations 

Locations 

United States, Alabama 

UAB School of Medicine Recruiting 
Birmingham, Alabama, United States, 35294  
Contact: Melanie Smith                    205-975-2439             
melanie@uab.edu      
Contact: Marianne Vetrano                    205-934-4112             
mvetrano@uab.edu      
Principal Investigator: Fernando Ovalle, MD              

United States, Arkansas 

NEA Clinic Active, not 
recruiting 

Jonesboro, Arkansas, United States, 72401  

Arkansas Children's Hospital Recruiting 
Little Rock, Arkansas, United States, 72202  
Contact: Cynthia Moreau                    501-364-1430             
moreaucythias@uams.edu      
Principal Investigator: Kathryn Thrailkill, MD              

United States, California 

UCSF Medical Center Recruiting 
San Francisco, California, United States, 94143  
Contact: Christine Gjerde         cgjerde@medicine.ucsf.edu      
Contact: Scott Fields                    415-353-1798             
scottfields@ucsfmedctr.org      
Principal Investigator: Umesh Masharani, MD              

Office of Dr. Michael Lai Withdrawn 
Santa Maria, California, United States, 93454  

Diabetes Medical Center of California Active, not 
recruiting 

Northridge, California, United States, 91325  

United States, Colorado 

University of Colorado Health Sciences Center Recruiting 
Aurora, Colorado, United States, 80045  
Contact: Amy Wallace                    303-724-6714             
amy.wallace@uchsc.edu      
Principal Investigator: Peter Gottlieb, MD              

United States, Connecticut 



Yale University Recruiting 
New Haven, Connecticut, United States, 06519  
Contact: Melody Martin                    203-785-7163             
melody.martin@yale.edu      
Principal Investigator: Eda Cengiz, MD              

United States, Delaware 

Christiana Care Research Institute Recruiting 
Newark, Delaware, United States, 19713  
Contact: Debbie Moore                    302-623-3838             
dmoore@christianacare.org      
Principal Investigator: James Lenhard, MD              

United States, Florida 

North Florida Thyroid Center Withdrawn 
Tallahassee, Florida, United States, 32301  

Richard Hays, MD Active, not 
recruiting 

Wellington, Florida, United States, 33414  

United States, Georgia 

Atlanta Diabetes Associates Recruiting 
Atlanta, Georgia, United States, 30309  
Contact: Holly Hoag                    404-355-4393             
hhoag@atlantadiabetes.com      
Principal Investigator: Bruce Bode, MD              

United States, Idaho 

Rocky Mountain Diabetes & Osteoporosis Center Active, not 
recruiting 

Idaho Falls, Idaho, United States, 83404  

Humphrey Diabetes Center Active, not 
recruiting 

Boise, Idaho, United States, 87702  

United States, Indiana 

Riley Hospital for Children Recruiting 
Indianapolis, Indiana, United States, 46202  
Contact: Maria Nicholson                    317-274-3889             
malnic@iupui.edu      
Principal Investigator: Henry Rodriguez, MD              

United States, Iowa 

University of Iowa Children's Hospital Recruiting 



Iowa City, Iowa, United States, 52242-1083  
Contact: Julie Coffey                    319-353-6070             julie-
coffey@uiowa.edu      
Principal Investigator: Eva Tsalikian, MD              

United States, Kansas 

Mid-America Diabetes Associates, PA Recruiting 
Wichita, Kansas, United States, 67211  
Contact: Belinda Childs                    316-687-3100             
lchilds@madiadiabetesa.com      
Principal Investigator: Richard Guthrie, MD              

United States, Kentucky 

Commonwealth Biomedical Research, LLC Recruiting 
Madisonville, Kentucky, United States, 42431  
Contact: Selena Crook, RN                    270-825-8345             
scrook@cwbr1.com      
Principal Investigator: Bret Alan Wittmer, DVM, MD              

United States, Maryland 

St. Agnes Hospital Active, not 
recruiting 

Baltimore, Maryland, United States, 21229  

Maryland Diabetes & Endocrine Associates Recruiting 
Rockville, Maryland, United States, 20852  
Contact: Meyling Lopez                    301-770-7373             
meylingl@verizon.net      
Principal Investigator: Helena Rodbard, MD              

United States, Massachusetts 

Massachusetts General Hospital Recruiting 
Boston, Massachusetts, United States, 02114  
Contact: Nicole Sherry, MD                    617-643-0612             
NSHERRY@PARTNERS.ORG      
Principal Investigator: Nicole Sherry, MD              

Baystate Medical Center Active, not 
recruiting 

Springfield, Massachusetts, United States, 01199  

United States, Michigan 

Alzohaili Medical Consultants Active, not 
recruiting 

Dearborne, Michigan, United States, 48126  

United States, Missouri 



The Children's Mercy Hospital Recruiting 
Kansas City, Missouri, United States, 64108  
Contact: SueEllen Weigel                    816-234-3804             
sweigel@cmh.edu      
Principal Investigator: Wayne Moore, MD              

United States, Nebraska 

Creighton Diabetes Center Recruiting 
Omaha, Nebraska, United States, 68131  
Contact: Matt Adler                    402-280-4319                  
Principal Investigator: Marc Rendell, MD              

United States, New Jersey 

Saint Barnabas Medical Center Recruiting 
Livingston, New Jersey, United States, 07039  
Contact: Cheryl Langer                    973-322-7236             
clanger@sbhcs.com      
Principal Investigator: Chayim Newmark, MD              

University of Medicine & Dentistry of NJ Recruiting 
New Brunswick, New Jersey, United States, 08901  
Contact: Lisa Cerracchio                    732-235-9368             
cerracli@umdnj.edu      
Principal Investigator: Ian Marshall, MD              

United States, New York 

Albany Medical Center Recruiting 
Albany, New York, United States, 12208  
Contact: Manjula Salgam                    518-262-6915             
salgamm@mail.amc.edu      
Principal Investigator: James Desemone, MD              

Joslin Diabetes Center Recruiting 
Syracuse, New York, United States, 13214  
Contact: Suzan Bristol                    315-464-5726                  
Principal Investigator: Roberto Izquierdo, MD              

Schneider Children's Hospital Recruiting 
New Hyde Park, New York, United States, 11040  
Contact: Margaret Pellizari                    516-562-1021             
MPellizz@LIJ.EDU      
Principal Investigator: Phyllis Speiser, MD              

United States, Ohio 

Cleveland Clinic Recruiting 
Cleveland, Ohio, United States, 44195  



Contact: Jacqueline Payne                    216-444-8347             
paynej3@ccf.org      
Principal Investigator: Robert Zimmerman, MD              

United States, Pennsylvania 

St. Mary Medical Center Recruiting 
Langhorne, Pennsylvania, United States, 19047  
Contact: Kimberly Devine                    215-710-4585             
kdevine@stmaryhealthcare.org      
Contact: Jayne Bonko                    215-710-2069             
jbonko@stmaryhealthcare.org      
Principal Investigator: Alan Schorr, MD              

United States, South Carolina 

Sumter Medical Specialists Active, not 
recruiting 

Sumter, South Carolina, United States, 29150  

United States, Tennessee 

University Diabetes & Endocrine Consultants Active, not 
recruiting 

Chattanooga, Tennessee, United States, 37403  

Methodist Healthcare Recruiting 
Memphis, Tennessee, United States, 38104  
Contact: Carol Jones                    901-516-8633             
jonesca@methodisthealth.org      
Principal Investigator: Robert Ferry, MD              

United States, Texas 

Research Institute of Dallas Active, not 
recruiting 

Dallas, Texas, United States, 75231  

Diabetes and Glandular Disease Research Active, not 
recruiting 

San Antonio, Texas, United States, 78229  

Spectra Research Center Recruiting 
McAllen, Texas, United States, 78503  
Contact: Nora Benavidez                    956-687-5505             
spectrumtrials02@msn.com      
Principal Investigator: Ofsman Quintana, MD              

United States, Utah 

Endocrine Research Specialists Recruiting 
Ogden, Utah, United States, 84403  



Contact: Kari Milito                    801-387-7941             kari@ersutah.com      
Principal Investigator: Jack Wahlen, MD              

United States, Washington 

Pacific Northwest Research Institute Recruiting 
Seattle, Washington, United States, 98122  
Contact: Martha Pyne                    206-860-6759             mpyne@pnri.org      
Principal Investigator: William Hagopian, MD              

United States, Wisconsin 

Medical College of Wisconsin Recruiting 
Milwaukee, Wisconsin, United States, 53226  
Contact: Joanna Kramer                    414-266-6750             
jkramer@mcw.edu      
Principal Investigator: Alvina Kansra              

Canada, Alberta 

Alberta Children's Hospital Recruiting 
Calgary, Alberta, Canada, T3B 6A8  
Contact: Claire Gougeon                    403-955-5001             
Claire.Gougeon@calgaryhealthregion.ca      
Principal Investigator: Daniele Pacaud, MD              

Canada, Manitoba 

University of Manitoba Recruiting 
Winnipeg, Manitoba, Canada, R3E0Z2  
Contact: Erika Bloomfield                    204-787-7435             
ebloomfield@mich.ca      
Principal Investigator: Shayne Taback, MD              

Canada, Newfoundland and Labrador 

University Health Sciences Centre Recruiting 
St. John's, Newfoundland and Labrador, Canada, A1B3V6  
Contact: Jocelyn Watson              
Principal Investigator: Christopher Kovacs, MD              

Canada, Nova Scotia 

Capital District Health Authority Recruiting 
Halifax, Nova Scotia, Canada, B3H2YN  
Contact: Melanie Yuille                    902-473-7853             
melanie.yuille@cdha.nshealth.ca      
Principal Investigator: Thomas Ransom, MD              

Canada, Ontario 



Oxford AIM Clinic Recruiting 
London, Ontario, Canada, N6A 5R9  
Contact: Shannen Douglass                    519-679-8541             
shannen@bellnet.ca      
Principal Investigator: Robert Luton, MD              

Children's Hospital of Western Recruiting 
London, Ontario, Canada, N6A5W9  
Contact: Leila MacBean                    519-685-8138             
Leila.MacBean@lhsc.on.ca      
Principal Investigator: Cheril Clarson, MD              

Czech Republic 

Nemocnice Jihlava Active, not 
recruiting 

Jihlava, Czech Republic, 58633  

FN Kralovske Vinohrady Active, not 
recruiting 

Praha 10, Czech Republic, 10034  

FN Hradec Kralove Active, not 
recruiting 

Hradec Kralove, Czech Republic, 50005  

Masarykova nemocnice v Usti nad Labem Active, not 
recruiting 

Usti nad Labem, Czech Republic, 40113  

FN Brno- Detska nemocnice Active, not 
recruiting 

Brno, Czech Republic, 62500  

Fakultni nemocnice v Motole Active, not 
recruiting 

Praha, Czech Republic, 150 06  

Estonia, Tallinn 

East Tallinn Central Hospital Active, not 
recruiting 

Ravi, Tallinn, Estonia, 10138  

Estonia, Tartu 

Tartu University Hospital Active, not 
recruiting 

Puusepa, Tartu, Estonia, 51014  

Germany 

Universitatsklinik Giessen Recruiting 



Giessen, Germany, 35392  
Contact: Isabel Martin                    49-641-994-2752             
isabel.martin@innere.med.uni-giennen.de      
Principal Investigator: Thomas Linn, MD              

Charité-Hochschulmedizin Berlin Recruiting 
Berlin, Germany, 12200  
Contact: Aikaterini Adamidou     011-49-308-445-2114     
aikaterini.adamidou@charite.de      
Principal Investigator: Andreas Pfeiffer, MD              

Germany, Baden-Wurttemberg 

Medizinische Universitätsklinik Ulm Recruiting 
Ulm, Baden-Wurttemberg, Germany, 89070  
Contact: Sigrun Merger     011-49-731-500-2430-4     
Sigrun.Merger@uniklinik-ulm.de      
Principal Investigator: Bernhard Böhm, MD              

Universitätsklinikum Heidelberg Recruiting 
Heidelberg, Baden-Wurttemberg, Germany, 69120  
Contact: Mischa Dornisch     011-49-622-156-8614     
mischa.dornisch@med.uni-heidelberg.de      
Principal Investigator: Michael Morcos, MD              

Germany, North Rhine-Westphalia 

Herz-und Diabetszentrum Nordrhein-Westfalen Recruiting 
Bad Oeynhausen, North Rhine-Westphalia, Germany, 32545  
Contact: Ines Hönemann     011-49-573-197-2292     ihoenemann@hdz-
nrw.de      
Principal Investigator: Diethelm Tschöpe, MD              

India 

Pushpawati Singhania Research Institute Active, not 
recruiting 

New Delhi, India, 110017  

Joy Nursing Home Withdrawn 
New Delhi, India, 110027  

Medwin Hospitals Active, not 
recruiting 

Hyderabad, India, 500001  

India, Andhra Pradesh 

Mediciti Hospitals Withdrawn 
Hyderabad, Andhra Pradesh, India, 500063  

Nizam's Institute of Medical Sciences Active, not 



recruiting 
Hyderabad, Andhra Pradesh, India, 500082  

King George Hospital Active, not 
recruiting 

Visakhapatnam, Andhra Pradesh, India, 530002  

India, Gujarat 

Gujarat Endocrine Centre Active, not 
recruiting 

Ahmedabad, Gujarat, India, 380006  

Medilink Research Centre Active, not 
recruiting 

Ahmedabad, Gujarat, India, 380015  

India, Haryana 

Bharti Research Institute of Diabetes & Endocrinology Active, not 
recruiting 

Karnal, Haryana, India, 132001  

India, Karnataka 

Bangalore Diabetes Centre Active, not 
recruiting 

Bangalore, Karnataka, India, 560043  

India, Madhya Pradesh 

Diabetes Thyroid Hormone Research Institute PVT 
LTD 

Active, not 
recruiting 

Indore, Madhya Pradesh, India, 452001  

India, Maharashtra 

Gandhi Endocrinology and Diabetes Centre Active, not 
recruiting 

Nagpur, Maharashtra, India, 440010  

Grant Medical Foundation Active, not 
recruiting 

Pune, Maharashtra, India, 411001  

Mediheights Pvt Ltd Active, not 
recruiting 

Mumbai, Maharashtra, India, 400067  

Endocrine Clinic Active, not 
recruiting 

Nasik, Maharashtra, India, 422013  



India, Rajasthan 

Fortis Escorts Hospital Active, not 
recruiting 

Jaipur, Rajasthan, India, 302017  

India, West Bengal 

B.P.Poddar Hospital and Medical Research Ltd Active, not 
recruiting 

Kolkata, West Bengal, India, 700053  

Israel 

Wolfson Medical Centre Recruiting 
Holon, Israel, 58100  
Contact: Mirit Krakovski     011-972-522-954-246     kmiritk@gmail.com      
Principal Investigator: Aaron Hanukoglu, MD              

Soroka Medical Centre Recruiting 
Beer Sheba, Israel, 84101  
Contact: Tatyana Shuster              
Contact: Hana Polachek     011-972-864-033-03     hanap@clalit.org.il      
Principal Investigator: Ilana Harmen-Boehm, MD              

National Centre for Childhood and Diabetes Recruiting 
Petach Tikva, Israel, 49202  
Contact: Alona Hamou     011-972-392-537-78          
Principal Investigator: Moshe Phillip, MD              

Rambam Medical Centre Recruiting 
Haifa, Israel, 31096  
Contact: Maysoon Amori     011-972-502-066-146     
m_amori@rambam.health.gov.il      
Principal Investigator: Naim Shehadeh, MD              

Hillel Yaffe Medical Center Recruiting 
Hadera, Israel, 38100  
Contact: Irit Ehrlich     972-506-342-323          
Principal Investigator: Anat Jaffe, MD              

Chaim Sheba Medical Center Recruiting 
Ramat-Gan, Israel, 56261  
Principal Investigator: Orith Pinhas-Hamiel, MD              

Latvia 

P. Stradins Clinical University Hospital Active, not 
recruiting 

Riga, Latvia, 1002  



Mexico 

Hospital Mexico-Americano Active, not 
recruiting 

Guadalajara, Mexico, 44620  

Hospital General de Mexico Active, not 
recruiting 

Mexico City, Mexico, 06726  

Hospital Central Active, not 
recruiting 

San Luis Potosí, Mexico, 78240  

Mexico, Nuevo Leon 

Hospital CIMA Santa Engracia Active, not 
recruiting 

San Pedro Garza García, Nuevo Leon, Mexico, 66260  

Netherlands 

Diabeter Center for Pediatric and Adolescent 
Diabetes Care and Research Recruiting 

Rotterdam, Netherlands, 3011TG  
Contact: John Visser     011-31-102-807-277     j.visser@diabeter.nl      
Principal Investigator: Henk-Jan Aanstoot, MD              

Poland 

Powiatowy Zespot Szpitali w Olesnicy, Oddzial Chorob 
Wewnetrznych 

Active, not 
recruiting 

Olesnica, Poland, 56400  

Uniwersytecki Szpital Kliniczny Withdrawn 
Lodz, Poland, 90153  

I. Szpital Miejski im. Dr. E. Sonnenberga w Lodzi Active, not 
recruiting 

Kodz, Poland, 92115  

Samodzielny Publiczny Szpital Kliniczny Akademi 
Medycznej w Bialymstoku Recruiting 

Bialystok, Poland, 15-276  
Contact: Anna Okruszko              
Principal Investigator: Maria Gorska, MD              

Regionalna Poradnia Diabetologiczna Zytkiewicz-
Jaruga Withdrawn 

Wroclaw, Poland, 50127  

Wojewodzki Specjalistyczny Szpital Dzieciecy Active, not 
recruiting 



Kielce, Poland, 25-734  

Uniwersytecki Szpital Kliniczny Active, not 
recruiting 

Lodz, Poland, 91-738  

Klinika Endokrynologii i Diabetologii Wieku 
Rozwojowego 

Active, not 
recruiting 

Wroclaw, Poland, 51-376  

Oddzial Diabetologiczny Klinika Pediatrii Active, not 
recruiting 

Gdansk, Poland, 80-952  

Romania 

Centrul Medical "Sanatatea ta" Active, not 
recruiting 

Bucuresti, Romania, 20725  

S.C. Minimed S.R.L. Active, not 
recruiting 

Bacau, Romania, 600164  

Spitalul Judetean Satu Mare Active, not 
recruiting 

Satu Mare, Romania, 440055  

Spitulul Clinic Judetean de Urgenta Cluj Active, not 
recruiting 

Cluj-Napoca, Romania, 400006  

Societatea Civila Medicala Withdrawn 
Bucharest, Romania, 50452  

Spitalul Clinic Judetean de Urgenta Active, not 
recruiting 

Iasi, Romania, 700111  

Policlinica Judetean Bistrita Withdrawn 
Bistrita, Romania, 420139  

Institutul de Diabeł Active, not 
recruiting 

Bucharest, Romania, 020045  

Spain 

Hospital Clinic I Provincial Recruiting 
Barcelona, Spain, 8036  
Contact: Marga Gimenez Alvarez, MD     34932275400 ext 2629     
malvarez@clinic.ub.es      
Principal Investigator: Ignacio Conget, MD              

Hospital Germans Trias i Pujol Recruiting 



Badalona, Spain, 8916  
Contact: Eulalia Colome     01134934978934     eucolome@yahoo.es      
Principal Investigator: Eva Aguilera, MD              

Fundacion Jimenez Diaz Recruiting 
Madrid, Spain, 28040  
Contact: Maria Angeles Gonzalo     34915504860     magonzalez@fjd.es      
Principal Investigator: Adela Rovira, MD              

Spain, Gerona 

Hospital Universitari Dr. Josep Trueta de Girona Recruiting 
Girona, Gerona, Spain, 17007  
Contact: Lidia Sojo     011-34-972-940-2002 ext 729     
h416ueel@htrueta.scs.es      
Principal Investigator: Merce Fernandez, MD              

Spain, Madrid 

Hospital Universitario Principe de Asturia Recruiting 
Alcala de Henares, Madrid, Spain, 28805  
Contact: Marta Botella Serrano                    918-878-1000         ext 4028     
mbotella.hupa@salud.madrid.org      
Contact: Francisco Ramos Diaz                    918-878-1000         ext 8375     
framos.hupa@salud.madrid.org      
Principal Investigator: Julia Alvarez, MD              

Sweden 

Universitetssjukhuset i Lund Recruiting 
Lund, Sweden, 22185  
Contact: Mona Landin-Olsson, MD     01146177433     mona.landin-
olsson@med.lu.se      
Principal Investigator: Mona Landin-Olsson, MD              

Sodersjukhuset AB Recruiting 
Stockholm, Sweden, 11883  
Contact: Anna Kernell, MD     0114686164039     anna.kernell@sos.ki.se      
Principal Investigator: Anna Kernell, MD              

Universitetssjukhuset i Linkoping Recruiting 
Linkoping, Sweden, 58185  
Contact: Johnny Ludvigsson, MD     0114613221333     
johnny.ludvigsson@lio.se      
Principal Investigator: Johnny Ludvigsson, MD              

Universitetssjukhuset i Linkoping Recruiting 
Linkoping, Sweden, 58185  
Contact: Torbjorn Lindstrom, MD     0114613222146     
torbjorn.lindstrom@lio.se      
Principal Investigator: Torbjorn Lindstrom, MD              



Ukraine 

Ukranian Children Specialised Clinical Hospital Active, not 
recruiting 

Kyiv, Ukraine, 02175  

Donetsk Regional Children Clinical Hospital Active, not 
recruiting 

Donetsk, Ukraine, 83052  

Ukrainian Scientific and Practical Center of Endocrine 
Surgery 

Active, not 
recruiting 

Kyiv, Ukraine, 02175  

V. Danilevsky Institute of Endocrine Pathology 
Problems 

Active, not 
recruiting 

Kharkiv, Ukraine, 61070  

Regional Clinical Endocrinological Dispensary Active, not 
recruiting 

Vinnitsa, Ukraine, 21010  

Zaporizhzhya Regional Pediatric Hospital Active, not 
recruiting 

Zaporizhzhya, Ukraine, 69035  

Kharkiv Regional Clinical Children's Hospital Active, not 
recruiting 

Kharkiv, Ukraine, 61093  

United Kingdom, Cambridgeshire 

Addenbrookes Hospital Active, not 
recruiting 

Cambridge, Cambridgeshire, United Kingdom, CB20QQ  

United Kingdom, Devon 

Royal Devon and Exeter Hospital Active, not 
recruiting 

Exeter, Devon, United Kingdom, EX25DW  
Sponsors and Collaborators 
MacroGenics 
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