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A Collection and Repository Study to Find Biomarkers in Patients with ALS

The drive to more rapidly develop effective therapies for ALS also highlights the
importance of early disease detection and ability to monitor disease progression.
Clinical measures of muscle and nerve function are currently used to both diagnose
ALS and follow disease progression. During the past decade, tremendous
advancements have occurred in the discovery of a variety of biomarkers for the
diagnosis and treatment of many human diseases. Biomarkers are defined as any
characteristic that can be accurately measured in the body and used as an indicator
of normal or disease processes. Biomarkers may be genetic (such as SOD1 mutations
for a familial form of ALS), proteins or products of metabolism.

Recent scientific advancements have identified potential protein biomarkers for ALS.
Most of these biomarkers have been discovered in the cerebrospinal fluid (CSF). Itis
crucial to repeat these findings in a much larger number of samples to better
evaluate the ability of the biomarkers to accurately predict ALS. We must also
determine if these biomarkers can not only be recognized in the CSF but also
detected in the blood. We anticipate that some of these biomarkers may also help
predict treatment outcome.

In collaboration with the ALS Association, an NIH funded study to collect CSF and
blood from 250 individuals with ALS, suspected of having ALS or another motor
neuron disease, and healthy individuals is currently underway to perform this critical
task. Dr. Robert Bowser from the University of Pittsburgh and Dr. Merit Cudkowicz
from Massachusetts General Hospital are the leaders of this investigation. Their
grant application for this study won one of the prestigious NIH Challenge awards
funded from the American Recovery and Reinvestment Act of 2009 (ARRA stimulus
funds). Your help and participation is now required to successfully perform this
important study.

Currently, 30 medical centers around the country are participating in this study. They
are collecting CSF and blood samples from people with ALS, people with neurological
disorders that have similar clinical features to ALS including hereditary spastic
paraparesis (HSP), primary lateral sclerosis (PLS), pure lower motor neuron (LMN)
syndromes, multiple sclerosis (MS) and people with no known neurological disorders.
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Participants must be at least 30 years of age and be willing to have blood and CSF
drawn for the study. There are follow up phone calls and visits approximately every 6
months.

All samples that are collected will be placed in a sample repository for use in future
ALS research studies. The sample repository is available for use by ALS researchers
and scientists across the world to better understand the disease. We have already
provided samples from this repository to 6 different scientists searching for
biomarkers in ALS. By participating in this study, you will be helping us to better
understand, prevent, diagnose or treat ALS.

We need the help of the ALS community to build this ALS sample repository. If you
are interested in learning more about this study you may contact the Coordination
Center at:
1-877-458-0631
or
mghneuroclinicaltrialsunit@partners.org

You may also contact the individual study coordinator at a medical center closest to
you:

Arizona New York
Phoenix Neurological Associates, Ltd. Beth Israel Medical Center (NY), New York
Nicole Hank — 602-258-2432 Theresa Imperato - 516-946-5467

SUNY Upstate Medical University

Atlanta Katie Markis — 315-464-4998
Emory University Upstate Clinical Research

Meraida Polak — 404-778-3807 Suzanne Alterman - 518-533-1546
California North Carolina

University of California, Irvine Carolinas Medical Center

Veronica Martin — 714-456-7760 Jaime Shue - 704-446-6253

Duke University Medical Center

Florida Karen Grace - 919-668-2844
Mayo Clinic Jacksonville Wake Forest University
Amelia Piazza-Johnston — 904-953-9498 Mozhdeh Marandi - 336-713-8577

Pamela DeSaro - 904-953-7720

University of Miami
Donald Koggan - 305-243-7424

A Multicenter Study for the Validation of ALS Biomarkers
May 24, 2010



lllinois

University of Chicago

Ismael Gutierrez — 773-834-4654
Maryland

Johns Hopkins University

Betsy Mosmiller — 410-502-0495
Massachusetts

Lahey Clinic
Stephanie Scala - 781-744-2950

Massachusetts General Hospital
Robert Lawson 617-726-0563
Michigan

Saint Mary’s Healthcare

Brian Berryhill - 616-685-5435
Minnesota

Hennepin County Medical Center
Cindy Rohde - 612-341-7923
Missouri

St Louis University
Susan Eller — 314-977-4867

Washington University
Julaine Florence - 314-362-6983
New Hampshire

Dartmouth Hitchcock Medical Center
Dr. Brent Harris — 603-650-0889

New Jersey

UMDNJ Robert Wood Johnson
Barbara Belsh — 732-235-7234

Ohio

Ohio State Research Foundation
Sharon Chelnick - 614-293-4973
Oregon

Providence ALS Clinic
Britt Ash — 503-963-3128

Oregon Health & Science University
Diana Dimitrova — 503-494-7269
Pennsylvania

Drexel University
Christine Barr - 215-762-5186

Pennsylvania State University

Helen (Beth) Stephens - 717-531-0003 x283395

University of Pittsburgh

Danielle Rowlands - 412-648-9053
Texas

Methodist Neurological Institute
Sharon Halton - 713-441-3420

Luis Lay, Jr — 713-441-3057

Utah

University of Utah

Narneice Craven - 801-585-7876

Canada

Montreal Neurological Institute
Jo-Wen Wang - 514-398-1779
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