
	

 
 
 
 
 
 
March 13, 2017 
 
 
The Honorable Tom Price 
Secretary of Health and Human Services 
U.S. Department of Health and Human Services 
200 Independence Ave, SW 
Washington, DC 20201 
 
Dear Secretary Price: 
  
Health IT Now (HITN) appreciates the efforts by the Office of the National Coordinator for Health 
Information Technology (ONC) to bring about EHR adoption. However, our members are concerned with 
recent actions taken by the ONC. We believe such actions have the possibility to negatively impact 
product investment and development in the coming years, which would increase costs and potentially 
slow the deployment of new tools for providers and patients.  
 
As such, we respectfully request that Congress and the administration work with stakeholders to clarify 
what role and to what extent ONC should play in the overall regulation of health information technology, 
and how such a role would interact with other regulatory agencies.  
 
The Meaningful Use Program 
 
In 2009, the Health Information Technology for Economic and Clinical Health Act (HITECH), which was 
included in the American Recovery and Reinvestment Act of 2009 (ARRA), formally established ONC in 
statute - in part to develop and operate a voluntary certification program in support of the Meaningful Use 
program. The additional funds authorized through the legislation were to be used to encourage installation 
of EHRs, construct Health Information Exchanges (HIE) to facilitate information sharing, and for 
technology innovation projects under the program. ONC was required under the statute to certify which 
EHRs must be used in order for physicians to be eligible for the incentive payments.  
 
However, we believe recent actions by ONC may have overstepped original authorities provided under 
the HITECH Act. Specifically, HITN is concerned with the potential impact of the ONC Enhanced 
Oversight and Accountability final rule. Our concerns stem from two main areas: 
 

1. Direct Review of Certified and Non-Certified Capabilities for Safety Concerns. ONC’s 
proposal to directly review products if there are patient safety concerns encroaches on the 
statutorily required regulatory authority of other federal agencies, specifically the Food & Drug 
Administration. Subjecting vendors to duplicate regulatory oversight is overly burdensome and 
should be addressed. We are also concerned this action is not supported by underlying statutory 
language in the HITECH Act. 

2. Regulatory Clarity. Additionally, in setting standards for direct review, ONC has seemingly 
adopted a “we’ll know it when we see it” approach for reviewing products for non-conformities. 
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This lack of clarity could lead to vendors hesitating to volunteer products for ONC certification. 
 
We believe that these concerns would be best addressed by a thorough review of the current ONC 
Certification Program. Through this review, we urge the administration to better align the Certification 
Program with the needs of providers and patients under future CMS programs, such as the Quality 
Payment Program. It is worrisome that vendors are spending an increasing amount of time on conforming 
to certification requirements and in turn have less time to focus on the needs of their customers in meeting 
the needs of their patients. 
 
HITN believes the start of a new administration creates opportunities to review and improve the functions 
of the federal government and that such efforts to clarify the role of ONC in the marketplace are patient-
focused and bipartisan. Such efforts can improve the efforts of regulatory agencies such as the FDA, 
whose statutory requirement is to ensure health products are safe and effective, and ensure that the various 
regulatory agencies of the federal government are better able to coordinate their actions. We look forward 
to working with you on this important issue moving forward.   
 
 
Sincerely, 
 
 
Robert James Horne 
Executive Director 
 
Cc: 
 
Chairman Greg Walden 
Ranking Member Frank Pallone 
Chairman Kevin Brady 
Ranking Member Richard Neal 
Chairman Lamar Alexander 
Ranking Member Patty Murray 
Chairman Orrin Hatch 
Ranking Member Ron Wyden 
	
	
 
	


