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A 86-year-old woman with chronic obstructive pulmonary disease (COPD) fulfilled
inclusion criteria, provided written informed consent and was randomly assigned to
the treatment group. The patient began to receive Drug A at a dose of 2 mg once daily
on May 26, 2011 at 11:15. Her medical history included alcohol abuse since 1980 and
pneumonia since 2008.

On December 26, 2011, splenic marginal zone lymphoma developed in the
patient. The patient has not yet recovered. The study drug was discontinued due to
the event on February 14, 2012 at 09:00. The investigator considered the event to be
related to the study drug. The sponsor considered the event to be not related to the
study drug.
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Focus on Trial Recruitment

Clinical trial recruitment emerged as a priority over the last three to five years, as
the understanding of the underlying biology and genetics of Parkinson's disease (PD)
increased dramatically. These new findings have spurred more activity than ever
before to develop new therapies to improve PD symptoms and to slow or stop the
progression of the disease. Consequently treatments aimed at new targets are
moving swiftly through the drug development pipeline and beginning to enter clinical
testing.

Seeing this unprecedented activity approaching the clinic, the foundation
acknowledged an opportunity to enhance the PD risk profile to make it more attractive
for industry to test promising compounds. Michael J. Fox Foundation (MJFF) has since
prioritized opportunities to identify strategies to decrease the time and cost it takes to
conduct a trial.

Like trials in most other disease states, PD trials are chronically slow to recruit.
Across central nervous system(CNS) disease trials, there is an average 116% increase
in the enroliment timeline to fully recruit a study— more than double the timeline set
at the study start.

About 37% of sites in a CNS trial underenroll, which increases the recruitment
burden of high— performing sites and often requires unplanned time and investment
to activate new sites. The average enrollment rate in CNS studies averages 85
subjects per site per month. Also, the costs associated with recruitment not to
mention extended recruitment timelines, are staggering. Anecdotally sponsors
budget $3,000 to $10,000 per enrolled subject for recruitment alone.

Thus, recruitment is one of the most costly and time-consuming aspects of
testing compounds in humans. This, combined with unique patient and research
community constituents we work with, makes trial recruitment a prime opportunity
for focus.

This article addresses the challenge of clinical trial recruitment in PD, describes
patient and site/sponsor strategies that the foundation has implemented, and shares
outcomes on the progress of these efforts to date. Although the learnings, examples,
and outcomes provided here are all specific to MJFF's experience, many lessons are
likely applicable to other Organizations and diseases.
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