
 

 

 

 
February 25, 2015 

 

 

The Honorable Lamar Alexander 

Chairman 

Committee on Health, Education, Labor & Pensions  

428 Senate Dirksen Office Building 

Washington, DC 20515  

 

 

Dear Chairman Alexander: 

 

 

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

write to comment on the Innovation for Healthier Americans report that you and Senator 

Burr released on January 29, 2015, and, specifically, to ask for the inclusion of critically 

needed pediatric anesthesia clinical trials through the SmartTots research initiative. ASA 

applauds your efforts to examine the current process of drug and device development and 

identify the inefficiencies that stand in the way of a modern development and review 

process. Section VI of the report, which addresses Opportunities to Improve Clinical Trials, is 

especially appreciated. Outlined in the report, ASA supports a more flexible and responsive 

approach to the clinical trial process. The report is an important step in the Senate’s 

initiative to “align public policies to support accelerating medical innovation and patient 

access to medicines and medical technologies.” ASA welcomes this opportunity to comment. 

 

 

Children often receive treatment and medicines based on what is known to work in adults; 

yet, there is still a lot to be learned about the effects of anesthesia on young children. 

Therefore, it is important to focus on children's health and the development of treatments, 

drugs, and devices specific to children. Although some clinical trial networks already exist, 

such as the Pediatric Trials Network, to support pediatric research— this funding is limited. 

The Pediatric Trials Network was funded by the NIH under the Best Pharmaceuticals for 

Children Act (BPCA, S. 1789 enacted with bipartisan support and signed into law on Jan 4, 

2002). Preclinical studies of anesthetics were added to the list of priorities for study in 2003 

and 2004 and have appeared on every subsequently published BPCA priority list. Preclinical 

studies conducted by the National Center for Toxicological Research funded under the BPCA 

have determined that additional preclinical and clinical trials are needed to determine the 

specific effects on the developing brain in humans. Funding for these studies is critical to 

public health and urgently needed. 

 

 

A public-private partnership between the FDA and the International Anesthesia Research 

Society (IARS), SmartTots is a way to prioritize clinical trials for pediatrics. 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. The purpose and stated goals of the SmartTots public-private 

partnership, as outlined in the Memorandum of Understanding between the IARS and the 

FDA, directly address the concerns expressed in the Innovation for Healthier Americans 

report that efforts are duplicated, best practices are not shared, and transformative 

innovations are not scaled up. SmartTots has already successfully engaged and involved 

multiple stakeholder groups within the U.S. and around the world to carry out the goals of 

the partnership. Additionally, a pilot study for a larger clinical trial to investigate the use of 

an alternative anesthetic in children has been registered on clinicaltrials.gov 

(NCT02353182). The pilot study will be funded by the participating investigators’ facilities, 

but funding is needed for the larger clinical trial. Data collected 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.  

 

 

Although SmartTots, through limited private funding, is already supporting research 

investigating the safety of pediatric anesthesia, 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. SmartTots is an important opportunity for Congress to accelerate 

medial innovation and patient access to medicines and medical technologies. As Institute of 

Medicine-recognized leaders in patient safety, we urge the Committee to consider ways to 

prioritize this important initiative. 

 

 

Again, thank you for advancing the conversation on Innovation for Healthier Americans.  The 

ASA appreciates this opportunity to comment. Please contact Nora Matus 

(n.matus@asahq.org) at (202) 289-2222 with any questions the Committee may have.  
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Respectfully yours, 

 

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

President 

American Society of Anesthesiologists 

 

cc:  Senator Richard Burr 

 

 

 


