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PREQUEL
Study Information...

What is the PREQUEL Study?

The purpose of this study is to assess the safety of
coenzyme Q1o (CoQ) in healthy people who have
tested positive for the HD gene expansion and are
“pre-manifest” (meaning would not be diagnosed
with HD based on a physical exam). CoQ is a
nutritional supplement that has been found to be
well tolerated and is available over the counter. The
goal of this study is to determine whether high dos-
ages of CoQ are well tolerated and to assess the
usefulness of certain matkers of HD in the blood
which may help measure the rate of disease pro-
gression or effects of medication.

The PREQUEL study is not designed to see
whether or not CoQis an effective treatment for
HD, but that it is safe and well tolerated over the
course of this 20 week study in pre-manifest indi-
viduals.

Who Can Participate?

MAIN INCLUSION CRITERIA:

e  Participants must be 18 years of age or older.

e  Participants must have been previously tested
gene positive for the CAG expansion in the HD
gene and are pre-manifest based on a physical
exam.

e  Concomitant medications are permitted with the
exception of CoQ and Creatine > 5g/day.

MAIN EXCLUSION CRITERIA:

e A history of intolerability to CoQ.

e CoQ use within 60 days prior to randomization.
e  Substance abuse within one year.

e  Pregnant, breastfeeding or lack of reliable contra-
ception in women of childbeating age.
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What will occur if you choose to participate in the
PREQUEL study?

A screening visit to verify eligibility will occur.

You will be randomly assigned to receive either 600,
1200 or 2400 mg/day of CoQ(capsules).

The study visits include a general physical and
neurological exam focused on HD, including tests to
evaluate movement, mood, and mental functioning.
Blood and urine samples will also be obtained in order
to assess your general health.

How can you benefit from participating in
PREQUEL?

You may or may not benefit from participation in this
study. You will receive additional evaluations by a
study doctor who specializes in Huntington’s disease.
You will also contribute to our knowledge about
Huntington’s disease prior to the development of
symptoms and about the safety and tolerability of
CoQ in people with the Huntington’s Disease gene.

Are there risks involved?

Participants may experience mild symptoms such as
heartburn, headache, feeling of tiredness and bowel
symptoms.

Also, there is no information available regarding the
effect of CoQ) in pregnant or nursing women.

There is also a risk of the occurrence of previously
unknown side effects.

How can you find out more information about
the PREQUEL study?

Please contact the nearest participating institution

listed in this brochure or visit the following

Huntington Study Group website at:
www.huntington-study-group.org

What is the Huntington Study Group (HSG)?

The Huntington Study Group (HSG) is a non-profit
group of clinical investigators from medical centers in
the United States, Canada, Europe and Australia, ex-
perienced in the care of Huntington patients and
dedicated to clinical research of Huntington disease
(HD). The HSG was formed in 1993, prompted by
the recognition that clinical research in HD required
the participation of large numbers of research partici-
pants under the cooperative effort of skilled and ex-
perienced research physicians.

What has the HSG accomplished?

The HSG has carried out cooperative therapeutic
research since 1993, beginning with the development
of the Unified Huntington's Disease Rating Scale
(UHDRS) and the Natural History database. Since
then we have carried out several multi-center clinical
research studies to examine the short-term sympto-
matic and potential disease-modifying effects of ex-
perimental interventions in Huntington disease as well
as large observational studies.

The HSG has partnered with pharmaceutical compa-
nies, private foundations, the National Institutes of
Health (NIH) and the FDA Otrphan Drug Products
Division in developing and conducting these trials.

Since our inception, we have published all of our re-
search projects in internationally recognized peet-
reviewed journals in an effort to make public all of
our research progress in HD. Our publication list
currently includes journal articles, abstracts, reports,
releases and position papets.
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