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The SAPPHIRE Study for
Chronic Kidney Disease
About Clinical Studies
Further development is needed in
treating chronic kidney disease (CKD).
More treatment options are needed,
and they need to be more effective
for more patients.

What happens next?

To learn more or to see if you or a loved
one may qualify for the study, contact:

Clinical research studies are an
essential part of developing new
treatment options for people
living with all sorts of diseases and
conditions. These studies provide
valuable information about safety and
effectiveness before a new drug or
treatment is approved.
Clinical studies follow standards and
are closely regulated. Strict safety
measures protect study patients,
and a written plan called a protocol
ensures that study procedures are
conducted in accordance with all
standards and regulations.

USA_ENG_CKDH18MMGI_BRPA-01_v1-0_2019-04-22

Study Overview

What is SAPPHIRE?

SAPPHIRE is a clinical research
study for people with chronic
kidney disease (CKD) who also have
elevated levels of uric acid in their blood (a
condition called hyperuricemia). This study
is evaluating the safety and effectiveness of
an investigational medication in combination
with an approved medication (allopurinol) in
CKD patients.

Who can join the SAPPHIRE study?
You may qualify to join the study if you:
• Are at least 18 years of age
• Have been diagnosed with CKD
• Have elevated uric acid in your blood
• Meet other study requirements as
determined by a screening process

What is the study medication?

In the SAPPHIRE study, “study medication”
may refer to any of the following:
• The investigational
medication—not
approved for uses
other than research;
designed to reduce
uric acid levels
• Allopurinol—approved
A placebo is often
for treating gout and
used in clinical
other conditions
research studies
to help doctors
related to high levels
understand how
of uric acid
the investigational
• Placebo—looks
medication works.
like other study
medication but
contains no active
ingredients

How do I join the study?

Not everyone with CKD may join the
SAPPHIRE study. The first step is to read and
sign an Informed Consent Form, or ICF. After
that, you will undergo a screening process.
Informed consent
The ICF explains the
study and what you will
need to do if you join the
study.
Screening process
The screening process
may last up to 6 weeks.
The study staff will
complete assessments,
including a full physical
exam, laboratory tests,
electrocardiograms and
other tests, to see if you
qualify to join the study.

Take your time
reading the ICF and
ask the study doctor
or staff questions
so that you fully
understand what
will happen in
the study.

What will I be asked to do in the
study?

If you qualify and choose to join the study, you
will attend scheduled study visits periodically
and take study medication each day.
Study visits
You will have 8 study visits over a period of
about 60 weeks. Thereafter, you will visit the
clinic every 12 weeks until the last patient on
the study has completed 60 weeks of taking
the study medication. This may be up to more
than 2 years on the study for the first patients.
If you stop taking the study medication early,
you will continue on the study and follow the
original visit schedule without taking the study
medication.

At visits, the study doctor or staff will
discuss your health with you, provide
study medication, and conduct tests and
assessments to monitor your health.
Study medication
Your study medication
is assigned randomly.
Neither you nor the
study doctor will know
which of the following
you receive:
• Investigational
medication in
combination with
allopurinol
• Allopurinol alone
• Placebo

You will also receive
current standard of
care treatment for
CKD throughout
the study.

What will I need to do on my own?
The study staff will provide detailed
instructions for each of the following tasks,
which you will complete on your own:
• Take your study medication each day
• Collect urine samples for 3 consecutive
days prior to each study visit
• Record information you will need to
provide at study visits

Can I leave the study after I start?

Participation is completely voluntary, and
you may leave the study at any time for any
reason. Before deciding to leave, you should
consult the study doctor about continuing
study visits after you stop taking the study
medication.

