Evaluating Oxalobacter formigenes as at treatment for Primary Hyperoxaluria

The effectiveness and safety of Oxalobacter formigenes treatment in patients with Primary
Hyperoxaluria (PH), will be evaluated in a research trial, expected to start late 2009 to early 2010 in
the USA, Germany and Netherlands.

Oxalobacter formigenes is a unique oxalate degrading bacteria naturally present in the intestine of
50-70% of the general population. This bacterium uses only oxalate as its energy source and therefore
it efficiently degrades oxalate. When Oxalobacter formigenes is taken the oxalate degrading bacteria
are released into the intestine where they continuously degrade oxalate. This excessive break down of
oxalate in the intestine may help dissolve the extra oxalate being produced by the liver in patients
with PH. If the bacterium can do this, less oxalate will be filtered through the kidneys into the urine.

Participants in this study will receive Oxalobacter formigenes or a placebo. The duration of the study
is approximately 6 months and the study medication is given orally twice a day. Eligibility for this
study will be determined at the study center. If you or your child has PH and are at least 2 years old
and interested in participating in this trial, please talk to your doctor.

Participating Investigators and Study Centers are:

Dr. Dawn Milliner, Mayo Clinic, Dept of Nephrology, Rochester, USA
Mayo Clinic Hyperoxaluria Center

E-mail: hyperoxaluriacenter@mayo.edu

Phone: 800-270-4637 (toll-free)

Dr. Bernd Hoppe, University Children’s Hospital Division of Pediatric Nephrology, Cologne,
Germany

Bernd Hoppe, MD

University Hospital Cologne

Department of Pediatrics

Division of Pediatric Nephrology

Kerpenerstr. 62

D-50924 Cologne

Dr. Jaap Groothoff, Academy Medical Center, University of Amsterdam, Amsterdam, NL
Jaap Groothoff MD PhD

Pediatric Nephrologist

Department of Pediatric Nephrology
Emma Children's Hospital
Academic Medical Center
Meibergdreef 9

1105AZ Amsterdam

The Netherlands

E-mail: j.w.groothoff@amc.uva.nl
tel: +31-20-5667919

fax: +31-20-6917735
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