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Dr. Ellis Unger, Director of the CDER Office of 
Drug Evaluation I, noted that the FDA was 
wanting the meeting participants to “shake us 
up a bit, to help us understand how you 
experience narcolepsy”.  The overwhelming 
response of the narcolepsy community to the 
FDA’s request shows the efficacy of the use of 
email and social media in enhancing 
participation by those with chronic conditions 
in policy discussions on a national level. 
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In August 2012 the Food and Drug Administration 
(FDA) announced that narcolepsy had been chosen 
as one of the twenty medical conditions in the 
innovative Patient-Focused Drug Development 
Initiative (PFDDI). Narcolepsy was the only sleep 
related condition included in the program. The 
initiative represents a change for the FDA in that  it 
allows the organization to hear directly from patients 
regarding whether their medical needs are being met 
and what impact the condition has on their lives. The 
narcolepsy community had seven weeks to prepare 
their responses once the forum date was 
announced.  Narcolepsy Network (NN), a member-
focused non-profit organization, was one of the 
groups which led the effort to ensure that the FDA 
would be well informed.  
 
Awareness emails were sent to those in the 
Constant Contact database of NN. A total of 5,000 
discrete addresses were contacted for a series of six 
emails over a seven week period. Additionally, 
targeted emails were sent to those contacts located 
within a 100-mile radius of Washington, DC. 
 
The FDA sought ten patient panelists to discuss 
specific questions on two general topics; over 60 
patients agreed to participate on the panels. The 
FDA also had the capacity for 150 participants to be 
present on-site with an additional 500 webcast 
viewers. Registration for on-site participation was 
closed two weeks early due to capacity being 
reached. By the registration deadline, approximately 
700 viewers had signed up for the webcast. FDA 
representatives called the response 
‘unprecedented’. 
 
Narcolepsy is a commonly misunderstood chronic 
neurological condition. Current pharmacological 
regimens treating excessive daytime sleepiness and 
aiding in sleep consolidation  allow for some 
improvement in the quality of life, but overall 
efficacy is still lacking.  The narcolepsy community’s 
impressive response to the FDA’s request for 
information should assist that organization in its 
direction and regulation of the pharmaceutical 
industry’s efforts to develop novel therapeutic 
options for patients with this condition. 

One  of the roles of the US Food and Drug 
Administration is to improve public health by 
helping to speed those innovations which make 
medicines and treatments more effective, safer, 
and more affordable.  Typically, the agency deals 
directly with industry, rarely having direct 
interactions with medical consumers.  
 
Under the auspices of the fifth Prescription Drug 
User Fee Act of July 2012,  the FDA was given 
the task of  selecting 20 diseases for their 
Patient-Focused Drug Development Initiative. 
The purpose of this initiative was to provide a 
systematic means by which the FDA could hear 
directly from patients, a change from the usual 
clinical evidence provided in industrial 
applications.  
 
The public meeting held on September 24, 2013 
at the FDA’s White Oak Campus was intended to 
allow the FDA to obtain patient’s perspectives on 
the impact of narcolepsy on daily life as well as 
the efficacy of available therapies. 

In late July 2013 the FDA announced the date of 
the narcolepsy public meeting on patient-
focused drug development, leaving only seven 
weeks for the narcolepsy community to prepare 
their responses to specific questions posed by 
the FDA. 
 
The following two topics were selected by the 
FDA:  
Topic 1 – Disease symptoms and daily impacts 
that matter most to patients. 
Topic 2 – Patient’s perspectives on current 
approaches to treating narcolepsy.  
 
NN’s Constant Contact database was used to 
send a series of six participation request emails 
to 5,000 discrete addresses.  Postings on the NN 
website, Facebook, and Twitter were also used 
to help raise awareness about the FDA forum. 
 

For both FDA-selected topics, panels consisting of five people with narcolepsy were selected to 
answer specific questions. A dozen FDA staff members, mainly from their Center for Drug 
Evaluation and Research (CDER) Office, were also in attendance, took notes, and asked 
questions. 
  
The Topic 1 panelists consisted of: Kerry Lenzi, an undergraduate student; Brandon Coonrod, a 
high school sophomore; Fran Rosen, a retired pharmaceutical salesperson; Carrie Bollino; and 
Joseph Poplawski. Each described the significant symptoms they suffered daily, consisting of 
‘brain fog’ (a common theme), excessive daytime sleepiness, sleep fragmentation, hallucinations 
on the transition in and out of sleep, and cataplexy. They also discussed how the development of 
narcolepsy dramatically changed their lives, mainly for the worse, resulting in the disruption of 
educational plans and career goals, employment difficulties, and social isolation.  
 
The Topic 2 panelists consisted of: Dr. Allison Greenstein, an internist diagnosed during her 
residency; La Shun Ray’s nine year old daughter, an elementary school student; Casey 
Thompson, a self-employed single mother; Sharon O’Shaughnessy; and Justin Greene. Their 
comments included the problem paying for medications which can cost several thousand dollars 
a month, the limited availability of pediatric-approved medications,  and the impact of rigid dosing 
schedules on family and social lives.  
 
In addition to the panelists, numerous members of the audience offered comments regarding the 
impact of narcolepsy on their lives, due either to the diagnosis in themselves or in a family 
member.  Information was also obtained from those viewing the live webcast via poll questions.  
 
Dr. Eric Bastings, Acting Director of the FDA’s Division of Neurology Products,  closed the four-
hour long meeting by summarizing all that the FDA staff had heard. He noted the dramatic impact 
narcolepsy has on every aspect of the lives of those affected, the limitations of current 
therapeutic interventions, and the risks those with narcolepsy are willing to take to achieve some 
degree of normalcy.  He said the FDA will use this information when considering new treatment 
options and when interacting with pharmaceutical companies. A summary report should be 
issued in 2014.  
 
A link to a video of the FDA meeting can be found at 
http://www.fda.gov/forindustry/userfees/prescriptiondruguserfee/ucm359018.htm or by scanning 
this QR code: 
 


