
 

 

 

February 10, 2015 

 

 

The Honorable Fred Upton 

Chairman 

Committee on Energy and Commerce  

2125 Rayburn House Office Building  

Washington, DC 20515  

 

Dear Chairman Upton: 

 

On behalf of over 52,000 members of the American Society of Anesthesiologists (ASA), I 

write to comment on the 21st Century Cures initiative discussion document and, specifically, 

to ask for consideration of National Institutes of Health (NIH) funding for the SmartTots 

research initiative.   ASA applauds the Committee for its work culminated in the discussion 

draft. We recognize that the Committee has launched this initiative to accelerate discovery, 

development and delivery of new treatments to patients and appreciate the opportunity for 

stakeholders like ASA to provide input.  

 

As Institute of Medicine-recognized leaders in patient safety, ASA recommends the inclusion 

of a provision in support of NIH pediatric anesthesia research when drafting final 21st 

Century Cures legislation. A public-private partnership between the FDA and the 

International Anesthesia Research Society (IARS), SmartTots, would be an appropriate entity 

through which NIH funding could prioritize pediatric anesthesia research efforts. Established 

with the purpose of funding research, SmartTots is a multi-year collaborative effort that aims 

to make surgery safer for the millions of infants and young children who undergo anesthesia 

and sedation each year. SmartTots research investigates the multiple facets of existing 

anesthetics and how they are administered to include dosage and exposure. Data collected 

from these studies will serve as a catalyst for the development of new practice guidelines 

and anesthetic drugs. 

 

Concerns about the safety of anesthetic drugs for infants and young children initially arose 

when scientific studies in young animals showed that commonly used anesthetics can be 

harmful to the developing brain and result in adverse effects on behavior, learning, and 

memory. Accumulating evidence from studies in children suggests a similar association 

between surgery with anesthesia in early childhood and subsequent cognitive and 

behavioral abnormalities. Experts agree that additional preclinical and clinical research 

efforts are necessary; this research will help determine if particular anesthetic drugs are 

hazards to young children, to design the safest anesthetic regimens, to develop practice 

guidelines, and to potentially foster the development of new anesthetic drugs.  

 

On November 19, 2014 the FDA Science Board held a meeting to review existing data 

related to the use and potential toxicity of anesthetics in the pediatric population. The FDA 



 

Science Board’s overall consensus was that there is a high likelihood that the troubling 

animal findings are translatable to humans. Funding for this research, including additional 

animal studies and definitive human clinical trials, is urgently needed.  

 

SmartTots, through limited private funding, is already supporting research investigating the 

safety of pediatric anesthesia. Yet, a clinical trial is necessary to fully explore the 

complexities of this patient safety issue. An international steering committee, composed of 

members from the U.S., Australia, Europe, Canada, and Japan are in the process of 

designing a multi-center international trial, which will require major funding from 

government sources. The 21st Century Cures initiative is an important opportunity for 

Congress to support additional SmartTots research into the safety of anesthetic drugs in 

infants and children. We urge the Committee to take this into consideration when drafting 

final legislation. 

 

Again, thank your for your support and dedication to the 21st Century Cures initiative. The 

American Society of Anesthesiologists appreciates this opportunity to comment. Please 

contact Nora Matus (n.matus@asahq.org) at (202) 289-2222 with any questions the 

Committee may have.  

 

 

 

Respectfully yours, 

 

 
J.P. Abenstein, M.S.E.E., M.D. 

President 

American Society of Anesthesiologists 
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