May 5, 2011

The Honorable Margaret A. Hamburg, M.D.
Commissioner

U.S. Food and Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993

Dear Dr. Hamburg:

We are writing as clinicians and researchers from across the nation, who work
with patients with type 1 diabetes to urge the Food and Drug Administration
(FDA) to quickly move forward and accept the draft clinical guidance
document proposed by the Juvenile Diabetes Research Foundation (JDRF) for
artificial pancreas systems.

As experts in the treatment of people with type 1 diabetes and artificial
pancreas technologies, we believe the proposed guidance provides a reasonable,
safe and scientifically-sound pathway to enable artificial pancreas studies to
move to the outpatient settings, the critical next step in delivering this
technology to patients. The proposed guidance, based on clinical
recommendations from an independent expert panel, serves as a roadmap for
not only research but also the industry to develop safe and effective artificial
pancreas devices.

Type 1 diabetes is an inherently dangerous disease and despite many advances
in technology, patients are still in desperate need of better tools to help in the
daily management of the disease and prevent its life-threatening and costly
complications. The research completed to date in the clinic has found multiple
versions of artificial pancreas systems can improve glucose control. Itis now
time to test these artificial pancreas devices in more “real world” conditions in
order to ensure that the goal is met for patients to maintain proper control of
blood glucose levels.

We ask the FDA to recognize the importance of this next step of the ultimate
goal in delivering the artificial pancreas to the patients that so desperately need
it and to accept the proposed guidance as soon as possible.



We thank you for your consideration and for the FDA’s leadership and support
of the artificial pancreas.

Sincerely,

Saleh Adi, MD
Pediatric Endocrinologist
Associate Professor of Clinical Pediatrics

Director, UCSF Pediatric Diabetes Outpatient Services
San Francisco, California

Stacey M. Anderson, MD

Assistant Professor, Endocrinology and Metabolism
University of Virginia

Charlottesville, Virginia
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Ananda Basu, MD

Consultant/Division of Endoctinology and Metabolism
Professor of Medicine

Mayo College of Medicine, Mayo Clinic

Rochester, Minnesota
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Bruce W. Bode, MD, FACE
Associate Professor of Medicine
Emory University School of Medicine
Atlanta Diabetes Associates

Atlanta, Georgia
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Bruce Buckingham, M.D.

Professor, Pediatrics

Stanford Medical Center

Division of Pediatric Endoctinology and Diabetes
Stanford, California
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H. Peter Chase, MD

Professor of Pediatrics
University of Colorado Denver
Denver, Colorado

R
William W. Chin, MD
Executive Dean for Research
Bertarelli Professor in Translational Medical Science

Harvard Medical School
Boston, Massachusetts

Robert D. Clemons, MD

Pediatric Endocrinology

Southern California Permanente Medical Group
San Diego, California

e 2

Robert A. Gabbay MD, PhD

Director, Penn State Institute for Diabetes and Obesity
Professor of Medicine

Penn State College of Medicine

Hershey, Pennsylvania
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Satish K. Garg, MD

Editor-in-Chief, Diabetes Tech. & Therap.
Professor of Medicine and Pediatrics
Endowed Chairs & Director Adult Program
Barbara Davis Center for Childhood Diabetes
University of Colorado Denver

Denver, Colorado

4 (A

Stephen E. Gitelman, MD

Professor of Clinical Pediatrics
Director, Pediatric Diabetes Program
University of California, San Francisco
San Francisco, California

Michael Gottschalk, M.D., Ph.D.
Chief, Pediatric Endoctinology
UCSD/Rady Children’s Hospital
San Diego, California



Cafla Greenbaum MD
Director, Diabetes Program

Benaroya Research Institute
Seattle, Washington
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Rubina A. Heptulla, MD

Division Chief Pediatric Endocrinology and Diabetes

Professor of Pediatrics and Medicine

Albert Einstein College of Medicine / The Children’s Hospital at Montefiore
Bronx, New York
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Lois Jovanovi¢, MD
CEO & Chief Scientific Officer

Sansum Diabetes Research Institute
Santa Barbara, California

Kevin Kaiserman, MD

Pediatric Endocrinologist,
SoCal Diabetes
Los Angeles, California
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Yogish Kudva, MD
Consultant, Endocrinology and Pancreas/Islet Transplantation

Assistant Professor
Mayo Clinic College of Medicine
Rochester, Minnesota
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Loti Laffel MD MPH

Chief, Pediatric, Adolescent and Young Adult Section
Investigator, Genetics and Epidemiology Section
Joslin Diabetes Center

Associate Professor of Pediatrics

Harvard Medical School

Boston, Massachusetts
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Nelly Mauras, MD

Chief, Division of Endocrinology, Diabetes & Metabolism
Nemours Children's Clinic

& Professor of Pediatrics

Mayo College of Medicine

Jacksonville, Florida
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Richard S. Mauseth, MD

Clinical Associate Professor of Pediatric Endocrinology
University of Washington

Principal Investigator

Benaroya Research Center

Seattle, Washington
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Anne Peters, MD, FACP, CDE

Director, USC Clinical Diabetes Programs
Professor of Medicine

USC Keck School of Medicine

Los Angeles, California

Henry Rodriguez, MD

Professor of Pediatrics

University of South Florida College of Medicine
Medical Director, USF Diabetes Center

Tampa, Florida



JFo 2t

Jay S. Skyler, MD

Professor of Medicine, Pediatrics and Psychology
University of Miami School of Medicine
Associate Director, Academic Programs

Diabetes Research Institute

Miami, Florida
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Michael Tansey, MD

Pediatric Endocrinology Fellowship Director

Assistant Clerkship Director for Medical Student Education
Clinical Associate Professor of Pediatrics

Pediatric Endocrinology and Diabetes

University of Jowa Children’s Hospital

Iowa City, Iowa
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W. Kenneth Ward, MD

Senior Scientist, Legacy Health System

Associate Professor, Oregon Health and Science University
Portland, Oregon

Stuart A Weinzimer, MD

Associate Professor of Pediatrics

Yale University School of Medicine

Director, Pediatric Endocrinology Fellowship Program
Medical Director, Type 1 Diabetes Program

New Haven, Connecticut
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Dartell M Wilson, MD

Professor and Chief

Pediatric Endocrinology and Diabetes

Stanford University and the Lucile Packard Children's Hospital at Stanford
Stanford, California
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Howard Wolpert, MD

Senior Physician in the Joslin Clinic Section on Adult Diabetes
Director of the Insulin Pump Program

Joslin Diabetes Center

Harvard Medical School

Béston|, Mussuachusetts

Ll

Howard Zisser, MD

Director of Clinical Research and Diabetes Technology
Sansum Diabetes Research Institute

Adjunct Professor/ Dept Chemical Engineering
University of California/Santa Barbara

Santa Barbara, California

cc: John M. Taylor I1I, ].D., Acting Principal Deputy Commissioner, FDA
Jeffrey Shuren, M.D., Ph.D., Director, Center for Devices and Radiological Health,
FDA



