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April 16, 2014 

 
The Honorable Fred Upton 
Chairman, Committee on Energy and Commerce  
U.S. House of Representatives  
2125 Rayburn House Office Building  
Washington, D.C. 20515 
 
 
Dear Chairman Upton,  
 
In response to your request for feedback on the Sensible Oversight for Technology Which 
Advances Regulatory Efficiency (SOFTWARE) Act of 2013, Health IT Now is pleased to submit 
our comments on the specifics of an oversight framework that will improve patient safety, 
promote innovation, and reduce regulatory duplication.  
 
We strongly believe that Congress should update the statutory framework for the regulation of 
health information technology to reflect the changes in the marketplace that have taken place 
in last forty years since the Food, Drug, and Cosmetic Act was last changed to reflect advances 
in medical devices. We support a scalable and flexible risk based framework that places patient 
safety and innovation at its core.  We believe any Congressional action should reflect the 
following tenets:  
 

 To achieve a technology enabled healthcare system data must not be regulated as a 
medical device;  
 

 Not all health information technologies should be treated as medical devices and 
therefore FDA medical device regulation is not always appropriate; and,  
 

 Patient safety is a shared responsibility between providers, industry, and government. 
 
The SOFTWARE Act and the recently released FDASIA Report both support regulation of 
certain health IT software by the FDA, while separating out and walling off clinical or 
administrative software that should not be regulated by the FDA.  We agree with this 
differentiation and believe that the concept should be central to any action Congress chooses 
to take.  The SOFTWARE Act creates certainty that the law makes this distinction, while the 
FDASIA report indicates intentions, which can change, and is a report that carries no force of 
law.  While we appreciate FDA’s commitment that, for now, it will exercise enforcement 
discretion, we know that enforcement discretion is, by definition, discretionary and subject to 
change. 
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This is why we believe Congress should act.   We suggest Congress consider the following 
issues as you advance legislation:  
 

1. The attributes of technologies subject to FDA medical device regulation should be 
clearly defined;  
 

2. Regulatory pathways should be refined to reflect the existence of health technologies 
that are not medical devices and will require an alternative framework to help ensure 
functionality and safety; 
 

3. Interoperability is a core element of patient safety, and the current interoperability 
standards adopted by the Federal government are inadequate to ensure safety; and 
 

4. Incentives must be aligned so that providers, industry, payers, and others in the 
continuum of care delivery are rewarded for their transparency in reporting adverse 
patient safety events and near misses.  

 
Our specific comments are outlined in greater detail below.  
 
1. Definitions for a Risk Based Framework 
 
An effective risk-based framework will accommodate a range of regulatory paths to market 
including alternatives to FDA medical device regulation.  
 
Risk should be defined by a technology’s potential to harm a patient as well as the degree to 
which a health care professional has a reasonable opportunity to intervene prior to a clinical 
intervention.  Products that can be certified to function as designed and do not interact with a 
significant variable, such as human physiology, should not be subject to FDA regulation. 
 
The SOFTWARE Act defines technologies in three categories: medical software, or software 
generally understood similarly to a medical device; clinical software, or software such as 
clinical decision support that supports a healthcare professional in the assessment and 
diagnosis of disease or other conditions, or in the cure, mitigation, treatment, or prevention of 
disease; and health software, or software that is administrative or a platform for other 
applications. Below, we have added additional specificity to these definitions to further 
develop the concepts embodied in the Act: 
 

 Medical Device Software: Medical devices are a combination of hardware and 
software.  Medical device software is not the software integral to the functionality of a 
physical medical device unless that software can be separated from the physical device 
and still continue to function.  Medical device software is software that functions as a 
virtual medical device or converts an individual physical element or individual 
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networked element into a medical device1. In addition, medical device software 
presents limited or no ability for a learned intermediary to intervene prior to a clinical 
intervention or action. This category of software has the potential to pose a range of 
harm to patients and should be subject to existing pre-market controls. 
 

 Clinical Software: Clinical software increases the efficiency and effectiveness of 
healthcare delivery.  Clinical Software is not the sole means for capturing or acquiring 
data from a medical device being used to aid in the direct diagnosis, diagnostic analysis, 
or treatment of a patient, nor does it supplant treatment decisions made by a 
healthcare professional. We believe an alternative structure should be created to 
evaluate clinical software in instances where providers are not substantially dependent 
on the functionality of the technology, or any impact the technology would have on the 
patient would be indirect by allowing sufficient time for healthcare professionals to 
knowingly reflect before triggering a medical intervention or a cascading series of 
clinical interventions. These technologies should not be subject to FDA regulation, pre 
or post-market controls. 
 

 Administrative (Non-Clinical) Software: Non-Clinical Software is software that 
increases operational or administrative efficiency and effectiveness of health care and 
that is not used in the direct clinical delivery of care. These technologies support the 
administrative, financial, and operational aspects of healthcare and should not be 
subject to FDA regulation, pre or post-market controls.  

 
 
2. Refining Regulatory Pathways 
 
The SOFTWARE Act does not specify an alternative framework for technologies that fall 
outside of FDA’s purview.  We believe the Committee should address this issue to provide 
additional certainty to manufacturers and consumers that products will work according to the 
functional claims made by the technology’s developer.   
 
An effective framework for technologies that fall outside of FDA medical device regulation 
should include a process to foster best practices and process standards that promote flexibility.  
Such a framework should provide a process to incorporate the input of relevant stakeholders 
to ensure the framework evolves as the market innovates.  
 
Health IT Now suggests the following ways Congress can act to create an alternative path to 
market for health IT that is not a medical device:  
 

                                                        
1 As Defined by the FD&C Act 
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1. Develop a single, national approach for identifying process standards with the inclusion 
of relevant stakeholders;  
 

2. Require HHS to contract with independent, private certification bodies that would 
certify non-FDA technologies as safe and effective; 

 
3. Require HHS to establish an office that acts as a gatekeeper to nationally coordinate 

interagency regulatory efforts, similar to the Patient Safety Center outlined in the 
FDASIA Report.  This gatekeeper would direct products to FDA or private certifiers as 
appropriate, and its authority would supersede FDA decisions about whether a product 
is or is not within FDA’s jurisdiction ; 

 
4. Refine the law where necessary to allow regulatory reciprocity across FDA, FCC, and 

ONC to eliminate costly duplication. 
 

5. Direct regulatory agencies to complete a collaborative report on statutory changes 
needed to implement a public-private certification program for health information 
software designed to interact with cleared medical technologies, and complete it in 
advance of the next Medical Device User Fee and Modernization Act.  
 

6. Expand ONC’s regulatory authority to include post-market surveillance authority, 
usability audits of certified and implemented technologies, and the enforcement 
authority to disqualify vendors or providers that engage in information blocking from 
federally funded programs. 
 

 
3. Aligning Incentives to Reward Safety  
 
Patient safety is a shared responsibility and all stakeholders should be incentivized proactively 
and transparently report and reconcile adverse events or near misses.  Congress should create 
a collaborative environment for adverse event reporting by expanding Patient Safety 
Organization (PSO) legal safe harbors to include vendors of regulated health technologies to 
incentivize adverse event reporting.  Congress should also require all manufacturers of health 
IT products used in federally funded programs to have a relationship with a PSO.  Specifically 
we suggest Congress should:  
 

1. Adopt provisions of the Behavioral Health Information Technology Act of 2013 (H.R. 
2957, Rep. Tim Murphy) to allow eligible professionals to make adverse event 
reports related to the technologies to PSOs; and, 
 

2. Extend protected reporting abilities to health IT developers. 
 

 
Conclusion 
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We appreciate the opportunity to provide comment on this important issue. We believe the 
changes described above will improve the framework envisioned by the SOFTWARE Act while 
addressing those remaining issues the bill fails to address in comprehensively improving the 
regulatory structure for health IT. We look forward to supporting your work and that of the 
committee however possible.  
 
Sincerely,  
 
 
Joel C. White 
Executive Director 


