
A letter from Seaside to the Fragile X Community regarding the
Open-label Extension Study 209FX303

Seaside Therapeutics regretfully announces the termination of study 209FX303, our open-
label extension study for persons with Fragile X syndrome (FXS).  The study termination is due
to resource limitations at Seaside, and is not due to any safety issue associated with STX209
(arbaclofen).  We know that this termination will be disruptive and disappointing for many
families.

Many families have shared their stories with us, telling of sometimes dramatic improvements
after beginning treatment with STX209.  While some believe that these improvements are at
least partially attributable to treatment with STX209, these benefits were not evident on efficacy
endpoints of our recently completed Phase 3 trial.  We are disappointed that the primary
endpoint was not met in trial 209FX301 and, at this point, STX209 must be regarded as an
experimental drug of unproven safety and efficacy.

While we are not able to continue open-label study 209FX303, we are planning to complete
study 209FX302 (Phase 3, placebo-controlled study in children with FXS, ages 5-11 years).
The results of this study should be available late summer.  If the results are positive, Seaside
will discuss with FDA the required next steps for approval of STX209.

We at Seaside are sincerely grateful for the support that the FXS community has extended to
us.  We could never have progressed through our three ground-breaking placebo-controlled
clinical studies without the efforts of the FRAXA Research Foundation, the National Fragile X
Foundation, the regional LINKS groups, and the many families who have participated in our
trials.  Even if STX209 is not proven to be effective for treating FXS, these studies, and your
efforts, will have lasting value.  They have led to a better understanding of how to conduct
clinical trials for people with FXS, and they have engaged the FDA in thinking about research
on FXS and the needs of the FXS community.  We are confident that these advances will lead
ultimately to the development of highly effective and safe treatments for persons with FXS.

Sincerely,

Randall L. Carpenter, MD
Co-Founder, President and CEO

Paul P. Wang, MD
Vice President, Clinical Development and Medical Affairs
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