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November 6, 2013  
 
The Honorable Kathleen Sebelius 
Secretary 
U.S. Department of Health and Human Services 
Washington, D.C. 20201 
 
Dear Secretary Sebelius: 
 
On behalf of the Healthcare Information and Management Systems Society (HIMSS), we are pleased to 
provide written comments to the Department of Health and Human Services (HHS) pertaining to the Food 
and Drug Administration Safety and Innovation Act (FDASIA) 2012 (Public Law 112-144) requirement 
that HHS provide recommendations on health IT regulation. As you work to develop your report on a 
proposed strategy and recommendations on an appropriate, risk-based regulatory framework for health IT, 
we offer these observations in the wake of the FDASIA Workgroup’s recommendations to the Health IT 
Policy Committee.  
 
HIMSS is a global, cause-based, not-for-profit organization focused on better health through information 
technology (IT). HIMSS leads efforts to optimize health engagements and care outcomes using 
information technology. HIMSS is a part of HIMSS WorldWide, a cause-based, global enterprise 
producing health IT thought leadership, education, events, market research and media services around the 
world. Founded in 1961, HIMSS WorldWide encompasses more than 52,000 individuals, of which more 
than two-thirds work in healthcare provider, governmental and not-for-profit organizations across the 
globe, plus over 600 corporations and 250 not-for-profit partner organizations, that share this cause. 
  
Summary: HIMSS seeks to improve patient safety, quality, and the cost effectiveness of care delivery 
through the use of health IT.  In our experience, innovative efforts can spur the development and adoption 
of health IT solutions that accelerate patient safety and support quality improvements.  The challenge 
becomes finding the balance between regulating technology to support patient safety without stifling 
technology improvements and innovation intended to improve safety, quality, and cost-effectiveness. 
 
Based on an extensive review of existing Board-approved HIMSS policy statements and work published 
by industry experts and the FDASIA Work Group, we observe health IT products used primarily for the 
subsequent transmission, storage or management of data, including most electronic health records (EHRs) 
and Clinical Decision Support (CDS) systems, according to their current capabilities, neither fit the 
definition of, nor would be appropriately regulated as, medical devices. We are aware that capabilities are 
continually evolving, and recommend that any new policy provide predictable processes for health IT 
products.  In particular, how health IT products would move between any new and existing frameworks, 
towards increased or decreased regulation in accordance with evolving functionality. 
 
HIMSS recommends that such health IT products be subject to a new risk-based oversight framework that 
takes into account factors such as risk relative to intended use and cost/benefit of any proposed oversight 
and the construct of shared responsibilities, with the intent of ensuring patient safety and appropriate 
improvements in quality, effectiveness, and efficiency of care delivery.  Additionally, it is important that 
this new oversight framework acts in concert with and does not act in ways that are in conflict with or 
duplicative to the medical device regulation framework from the standpoint of the end-user or 
manufacturers. We recognize that health IT and medical devices are interwoven into a single, broad 
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patient care ecosystem, and believe that the new health IT framework can complement the existing 
medical device regulatory process.  Our comments offer proposed elements and rationales of such an 
oversight framework. 

 
Much of existing health IT that is not primarily clinical in focus, such as financial and administrative 
software, presents low risk to patient safety.  Such health IT should not be subject to any additional health 
IT-specific oversight or regulation; further, as this new risk-based framework is established by HHS, its 
criteria should be applied to health IT that is currently regulated by FDA as a device to identify 
opportunities for more effective and appropriate oversight, including down classification and shift out of 
medical device regulation to a new framework.  
 
To that end, to decrease conflicting requirements or processes for stakeholders, HIMSS also recommends 
that HHS coordinate and avoid duplication between a risk-based regulatory framework and the Office of 
the National Coordinator’s Health Information Technology Certification Program. 
 
Given the complex nature of these issues, HIMSS advises that recommendations put forth by HHS should 
be first issued in draft form to allow review and informed comment and input from stakeholders. HIMSS 
welcomes the opportunity to work with HHS in facilitating a broad dissemination of the draft 
recommendations to support and ensure broad and complete review by all parties. 
 
Introduction: Health IT is an essential foundational element necessary to achieve a high performing 
health system, to enhance quality improvements and cost efficiency for sustainable and affordable care, to 
enhance patient safety, and to support many of the structural and payment reforms envisioned by the 
Affordable Care Act. As health IT is increasingly woven into the health ecosystem, it is important for the 
government, industry, and all stakeholders to work together to provide a regulatory or oversight 
framework that maintains a high level of patient safety and provides the clarity and predictability needed 
for the health IT community to innovate. 
 
HIMSS applauds the various public-private efforts called for in FDASIA and implemented by your 
Department, particularly those focused on developing an appropriate and effective regulatory framework 
for health IT that protects patient safety, promotes innovation, and avoids regulatory duplication.  To be 
effective, this framework should: 

  
• Balance the costs and benefits of any program proposal; 
• Ensure clear, consistent and non-duplicative language and enforcement; 
• Be affordable to those expected to bear direct and indirect compliance costs; and 
• Avoid adding burdens that inhibit or delay improvements to systems that improve care delivery 

and safety. 
 
Areas of Focus: As the agencies prepare to issue final recommendations to Congress, HIMSS is pleased 
to provide observations on four areas of focus:  
 

• Holistic Approach: Any regulatory or oversight framework should recognize that health IT is 
part of a complex patient care ecosystem involving providers, product developers, vendors, a 
wide array of use cases, and consumers as patients and caregivers. 

• Shared Responsibility: The safety and efficacy of health IT as it fits within the patient care 
system can be enhanced through non-punitive surveillance and reporting systems based on mutual 
trust and shared responsibility by all participants. 

• Clear Oversight Direction: Clear and consistent guidance regarding proposed regulatory and/or 
oversight activity is essential to ensure that health IT can continue to provide the innovation and 
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tools necessary to achieve the patient safety and quality improvement goals, and cost efficiencies 
sought by all stakeholders. 

• Role of Intended Use/Functionality: Regulation and oversight actions should be based on the 
intended purpose and intended user of a particular product or service. 

 
I. Holistic Approach 
 
The existing regulatory framework for medical devices must evolve to recognize the increasing presence 
of health IT. Health IT brings a new level of interconnectivity within the patient care ecosystem that the 
current framework does not address. We recommend that the framework evolve to recognize this reality, 
and provide clarity and predictability to stakeholders. 
 
We recommend that HHS establish a new regulatory framework that recognizes the unique and 
unprecedented capabilities of health IT products that are not addressed by, would not fit into, and are not 
appropriate for categorization within the existing medical device framework.  Many health IT products 
deliver information from one user or entity to another without changing, analyzing, or enhancing it, and 
are not appropriate for classification as medical devices. The current medical device framework does not 
provide sufficient clarity or direction as to how health IT products could be defined or classified.   
 
Today, health information is already being successfully exchanged in a secure and safe manner in many 
clinical settings between systems and products. Therefore, we recommend that health IT products be 
classified within a parallel risk-based framework according to intended use and capabilities, and be 
examined in a systemic approach that both recognizes how different products work together in a system 
and differentiates between the products themselves.   
 
In general, we believe that health IT products primarily used for subsequent transmission, storage and 
management of data would not be considered medical devices, and would be appropriately categorized 
within a new framework. We propose that the nature of health IT and its complex and evolving role in the 
patient care ecosystem warrants an updated framework to provide clarity and predictability. An example 
is that the degree and frequency of local customization of health IT products sets them apart from 
“traditional medical devices.” Such an example illustrates the need for a new approach; the ability for the 
end-user to customize the implementation of health IT must be taken into account by an updated 
framework.  
 
There is a need to further differentiate between products that are integral to the functioning of a medical 
device, and products that communicate with, but are not essential to the original device functionality. The 
new approach must also recognize that modern health information systems involve multiple providers, 
service vendors, product manufacturers, and other parties each of whom might affect how information is 
managed, transmitted, stored, or converted.  Patient safety and quality issues related to the accuracy and 
completeness of information must be assessed and regulated with an appreciation of this complex 
ecosystem. 
 
It is also important to acknowledge that general medical and care delivery protocols are not devices and 
that inclusion of such protocols in software as a way of aggregating or managing information for 
subsequent consideration is the subject of professional judgment in the practice of medicine. Such 
judgments may not be the appropriate subject of federal regulation.  
 
Finally, any framework must take into account a realistic weighing of the costs associated with new 
regulation and oversight against the perceived benefits which might accrue to the patient, health care 
system, impact on the speed of system improvement, burdens on government programs, and priorities for 
resources. 
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II. Shared Responsibility  

 
The safety and efficacy of health IT can be enhanced through surveillance and non-punitive reporting 
systems based on mutual trust and shared responsibility involving government, providers and vendors as 
appropriate for the circumstances.  This approach should apply to the entire health IT “life cycle” from 
development through design, testing, implementation, use, surveillance, and reporting.   

 
In order for this approach to be effective, health IT must be considered a part of a broader patient care 
system, and all stakeholders must be able to participate in surveillance and reporting activities.  The 
interconnectivity enabled by health IT particularly underscores the need for shared responsibility within 
the broader patient care ecosystem. 

 
III. Clear Regulatory Direction 

 
In order to sustain rather than stifle innovation to drive healthcare transformation, there must be an 
acceptable level of clarity and predictability in terms of regulation and/or oversight. We recognize that the 
nature of health IT and its role in health care delivery decisions is evolving, and that future regulation and 
oversight might be appropriate.  With this possibility, it is essential that HHS and its agencies provide 
clarity and consistency, especially in relation to the use of enforcement discretion.   
 
FDA’s recently issued Guidance for Mobile Medical Applications serves as a good example of how final 
regulatory guidance, reflecting detailed stakeholder input and careful study, can provide clarity and 
guidance to stakeholders. The approach to enforcement discretion, including lists of examples of products 
subject to such discretion, is a good example of how such discretion can be used to reduce rather than 
increase stakeholder uncertainty. HIMSS welcomes the opportunity to work with the federal government 
to strike an appropriate balance.   
 
IV. Role of Intended Use and Functionality/Customization 
 
Health IT systems must be safe and facilitate optimal user workflow and usability. To that end, health IT 
often includes high levels of very beneficial, and user sought customization capabilities to providers.  The 
benefits are many, allowing providers to tailor products to fit their specific needs and those of their patient 
populations. Therefore, it is essential that regulation and oversight recognize the importance of focusing 
on manufacturers' intended use for a product as opposed to the full range of possible customizations 
reflecting end users clinically informed judgment, with a focus on usability throughout. 
 
We recommend that a manufacturer’s primary responsibility for a product extend to the point in which the 
manufacturer has control over the product.  Providers/end users should be primarily responsible for 
products that they alter to suit their needs, especially wherein the product alterations constitute a change 
in intended use, although there should be some allowances for providers before they are considered 
manufacturers.  Examples of this customization effect include: 
  

• Customers often use specified data fields for their own purpose.  This practice can lead to 
data contamination in relation to reporting, such as for Clinical Quality Measures, Physician 
Quality Reporting System, or other reportable data from the system. 

 
• Customer content development places responsibility for the creation of custom data capture, 

rules development, CDS, etc. in the hands of customers.  This flexibility can provide a 
plethora of excellent clinical tools, but also a host of potential patient safety, system 
performance and certification non-compliance implications. 

http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM263366.pdf
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• Customers may remove elements from screens in an effort to simplify, but sometimes such 

changes can make the overall workflow worse or less obvious for clinicians.  
 

• Customers may remove functions that were designed to help clinicians, and then forget that 
the functionality exists. 

 
Ultimately, we recognize that this is a complex issue that requires the collective involvement of the 
healthcare community. HIMSS appreciates this opportunity to engage our members and colleagues, and 
we look forward to engaging our members from across the healthcare ecosystem to provide HHS a broad 
spectrum of comments and insights.  For more information, please contact Thomas M. Leary, Vice 
President of Government Relations, 703.562.8814 or Stephanie Jamison, Director of Government 
Services, 703.562.8844. 
 
Sincerely, 
  

                      
  

 
Scott T. MacLean, MBA, CPHIMS, FHIMSS   H. Stephen Lieber, CAE  
Chair, HIMSS Board of Directors     President/CEO 
Deputy CIO, Director of IS Operations     
Partners HealthCare in Boston, MA 
 
cc:  Margaret Hamburg, MD, Commissioner, Food and Drug Administration 

Jacob Reider, MD, Acting National Coordinator, Office of the National Coordinator for Health IT 
Thomas Wheeler, Chairman, Federal Communications Commission 
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