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It gives me great pleasure to introduce myself as the incoming Chair of the American Academy of 
Pediatrics (MP) Section on Advances in Therapeutics and Technology (SOAT T). I want to thank 
Charlie Thompson for his tireless work to build this section and his innovative ways of bringing 
children into designing research. My hope is that he will continue to be a part of SOAT T leadership 
and help us increase our "footprint" within the academy. 
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As a pracncmg academic neona
tologist, my focus has largely been 
directed towards making sure 
that my most fragile patients have 
access to what they need to insure 
their best chance for survival. In 
this new role, I intend to extend 
this access issue to the general 
pediatric population. While we 
continue to try to get the best value 
for our health care dollar through 
the Accountable Care Act, there is 
no excuse for lack of acceptable 
pediatric devices or medications 
due to inadequate resources for 
research and development. 

lnnovation in the development of 
safe technologies and pharmaceu
ticals for children is something that 
we can all support. Our academy 
celebrates increased funding for 
and research on solutions that have 
a specific indication for children. 
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There are multiple examples of AAP funded projects that result in quantum gains in pediatric care. 
From the private sector, the March of Dimes funded the research that obliterated polio. However, 
the bottom line is that development for neonatal and pediatric patients has become less profitable, 
much more expensive, and considerably more risky than development for adult patients. 

The Promoting Life Saving New Therapies for Neonates Act of 2015 (S. 2041 and H.R. 5182) is an 
example of legislation designed to bridge the gap. Persisting threats to newborn health have not been 
reflected by innovation in the industry, and advancements in neonatal treatments have stalled due to 
the difficulty of performing clinical trials, the economic challenge of driving investment in treatments 
for this narrow category of patients, and the cost endemic to our regulatory process for approving 
new drugs. This legislation would mark a promising step forward in creating appropriate incentives 
to bring new treatments forward to benefit this vulnerable population. By creating a transferrable 
"exclusivity voucher" for drug manufacturers who successfully develop products in critical areas of 
neonatal health, this measure will create an opportunity for vital studies and research that would 
otherwise be too costly to perform. Further, the legislation is thoughtfully drafted to target only the 
most critical needs in the neonatal population - fostering cooperation among multiple stakeholders 
including the National Institutes of Health and the Food and Drug Administration. We need to extend 
legislation like this to cover the needs of pediatric patients as well. 

We need innovative treatments specifically tailored for our patients. Neonates and pediatric patients 
have their o,,vn unique pathology and physiology. While most treatments developed for adults are 
designed for their physiology, these treatments may prove toxic in our population. Unlike treatments 
used in other fields of medicine, most medications administered to pediatric patients lack convincing 
data to support their safety and efficacy, with more than 90 percent not approved by the Food and 
Drug Administration (FDA) for the prescribed indication. Moreover, performing clinical trials to 
determine pharmaceutical safety and efficacy in pediatric patients is fraught with challenges - such 
as low participation numbers in clinical trials, high population variability, and increasingly expensive 
trial costs. 

At this point, I would be remiss if I did not mention the International Children's Advocacy Network 
(iCAN). Founded by Charles Thompson, our outgoing chairman, the network "is an advisory group 
of children, adolescents and families focused on understanding, communicating and improving 
medicine, research, and innovation for children." As a worldvvide collection of children's advisory 
groups, iCAN works to give a voice to children in designing research, innovating through cooperation, 
communication, and collaboration. Advocacy in the design process is essential in assuring that the 
child's viewpoint is included in research and development. This organization will lower the bar for 
pediatric participation in clinical trials and will increase patient diversity by virtue of its international 
base. 

But, the cost issue remains. Beyond the research and development costs, there are "costs" involved in 
our patients not receiving indicated medications. In addition to negative short- and long-term health 
consequences for infants affected by denials for essential goods and. services as well as increased 
financial and emotional stress for families, there is yet another issue. 
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